From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/3/2020 1:47:12 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: For Awareness 

Flag: Follow up 


| would be totally in favor!! 


From: Wholley, David (FNIH) [T] < v6 
Sent: Monday, November 2, 2020 7:07 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: For Awareness 


Hi Francis— 

Stacey forwarded the attached to me this afternoon. Perhaps it is time to consider making the ACTIV protocols (without 
the drug appendices of course) public in some way? What do you think? We would let the teams know about this first 
of course. 


David 

From: Adam, Stacey (FNIH) [T] b6 

Sent: Monday, November 2, 2020 4:22 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [7] b6 


Subject: For Awareness 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/3/2020 10:52:53 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: 11.4 ACTIV Executive Committee Meeting 20201103 _Final Draft_Updated.pptx 


This is looking good now. 


Small point, but | would delete the 89% for ACTIV-3 response on Slide 13 — we can all see it was a high 
response rate, and then are left wondering why there is no % shown for ACTIV-2 just above. 


For slides 15, 17, 18, and 20, the vertical arrangement is better than the horizontal version from yesterday — 
but | still think there’s a risk that EC members will try to do some kind of one-on-one connection between the 
top half and the bottom half. It might be good for the presenter to make it clear that the Initiatives and Action 
Items are separate lists, not intended to have precise correspondence. 


Francis 

From: Wholley, David (FNIH) [T] < b6 
Sent: Tuesday, November 3, 2020 2:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: 11.4 ACTIV Executive Committee Meeting 20201103_Final Draft_Updated.pptx 
Importance: High 


Hi, Francis — as promised, here is a revised version of the deck for tomorrow morning’s ACTIV EC call. Stacey is reviewing 


this with Sarah and Eric as we speak, so there may be a few changes, but | understand they should be fairly 
minor. Please let me know any further questions or suggestions on this. Thanks, David 


COLL0000019328 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 11/3/2020 6:01:05 PM 
To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f3191d6Sbb70f-pattersa] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
(E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 
Subject: COVID clotting from autoAbs? 
Attachments: COVID clotting autoAbs.pdf 


Hi Gary and Amy, 


| wondered what you and your team thought of this STM article, and whether it would have any implications for the 
ACTIV-4 trials. Should measures of these prothrombotic autoAbs be included in the protocols? 


Francis 


COLL0000019330 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/4/2020 11:20:49 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Stoffels, Paul 
if b6 

(ole Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: ACTIV participation question 


I’m OK with having Kara stay on the LT. 


Francis 

From: Wholley, David (FNIH) [T] < b6é 

Sent: Tuesday, November 3, 2020 10:02 PM 

To: Collins, Francis (NIH/OD) [E] < b6é Stoffels, Paul < b6 
Cc: Menetski, Joseph (FNIH) [T] < b6 


Subject: FW: ACTIV participation question 


Hi Paul and Francis — 

Please see below from Joe Menetski—is it OK in your view to continue with Kara on the ACTIV Leadership Team? She 
came to us from the Pharma R&D Leadership Consortium group, has been in my experience really involved and 
invaluable on the ACTIV Preclinical Working Group, and has also been involved in the pandemic preparedness effort 
being led by Tom Hudson on behalf of Hever. As you OK with her staying on the ACTIV LT group. Recall that we allowed 
David Meeker to stay on the LT despite going from KSQ Therapeutics to Rhythm. | can ask Keith Gottesdiener or Andy 
Plump about whether we necessarily need someone from Evotec to replace her in addition. 


Can you please let me know your thoughts? 


Thanks, David 

From: Menetski, Joseph (FNIH) [T] b6 > 
Sent: Tuesday, November 3, 2020 5:56 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] b6 


Subject: FW: ACTIV participation question 
David, 


Kara Carter is leaving Evotec to join Dewpoint Therapeutics (Chair of their SAB is Phil Sharpe by the way). She would like 
to continue working on the Preclinical Working Group. | and the cochairs are much in favor of her continuing. 


Can | tell her it is fine for her to stay on the working group? 


Kara is also a member of the leadership team. Do we need to see if anyone else from Evotec can take her place on the 
Leadership team, or keep her there in her new company? 


Joe 


From: Kara Carter < b6 
Sent: Tuesday, November 3, 2020 11:02 AM 


COLL0000019334 


To: Menetski, Joseph (FNIH) [T] b6 : Colvis, Christine (NIH/NCATS) [E] b6 
Young, John b6 
Subject: ACTIV participation question 


Dear All, 


I will be leaving Evotec for a new opportunity on November 13. My new organization, Dewpoint 
Therapeutics, has indicated they will likely support my continued participation in ACTIV. However, I don’t 
know if ACTIV will want me to continue my participation if I am representing Dewpoint rather than 
Evotec. Can you please provide me guidance on this point? 


Though it is not strictly confidential that I am changing positions, I would appreciate if you could keep this 
somewhat quiet until I start the new role on Dec 1. Additionally, I will not be available to participate in 
ACTIV meetings Nov 13-Dec 1 should you deem it acceptable for me to continue to participate. 


Kind regards, 
Kara 


e, evotec 


Kara Carter, PhD 
Executive Vice President Infectious Disease 
b6 (Mobile) 
b6 


President, International Society for Antiviral Research 
https://www.isar-icar.com/ 


STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged andlor private information. 
If received in error, please notify us immediately by reply email anc then delete this email and any a'tachments from your system. Thank you! 


Please find our information on data protection here. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/24/2021 7:45:17 PM 
To: Shah, Rajiv [ b6 Rick Klausner [klausner.rick@gmail.com] 
(se Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396094-afauci]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Global Pandemic Surveillance 

Attachments: 210122 Global and U.S. Pandemic Genomics Platform_Rockefeller Foundation_vFINAL.pdf 


Flag: Follow up 
Hi Raj and Rick, 


Tony Fauci shared with me the attached document that the Rockefeller Foundation has prepared on SARS- 
CoV-2 genomic surveillance and preparedness. | couldn’t agree more how critical this is. The ACTIV public- 
private partnership, now including 20 companies, NIH, CDC, FDA, VA, BARDA, and others, has been working 
hard to develop a significantly expanded effort to track emerging variants and test their functional significance 
for vaccines and therapeutics. That includes a mechanism for the functional studies (including animal testing) 
to be coordinated and the results rapidly deposited in a public database. Industry is completely aligned, and 
funds have been made available for the first year. 


This program is intended to track and respond to variants both in the US (where surveillance has been limited 
but is now being significantly scaled up through CDC) and elsewhere. With the US now rejoining the WHO 
(hooray), the ability to work with global partners should be significantly improved. There are some vexing 
issues with access to information in the GISAID database that need to be worked out, and we are moving on 
that with BMGF (Trevor Mundel) and Wellcome (Jeremy Farrar). 


All this is to say that we are right in the middle of a lot of actions that fall within the Priority 1 and 2 
recommended actions outlined in your document. Perhaps we ought to get on the phone to 

discuss? Gretchen Wood handles my phone diary and could find a time for such a call. | would want Joe 
Menetski and David Wholley of FNIH, who have been leading the plan for this ACTIV project, to join me. 


Best, Francis 


COLL0000019339 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/7/2020 8:34:27 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

ce: Schwetz, Tara (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ob1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabe42247548e5967 7830478 1f-austinc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Antiviral Summit Follow-up 


Hi Stacey, 
Can you respond to this query for me? Is this a drug that has been considered by the prioritization group? 
Tx, FC 


From: White, Kris < b6 

Sent: Friday, November 6, 2020 4:43 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Antiviral Summit Follow-up 


Hi Dr. Collins, 


Tam a young investigator working on repurposing clinically-approved drugs as antivirals for the treatment of 
COVID19. I really enjoyed the Ant viral Summit Today. We have recently discovered the cancer drug aplidin 
as an effective antiviral against SARS-CoV-2. PharmaMar, who developed the drug for the treatment of 
multiple myeloma, is beginning Phase III clinical trials against COVID19. 


There is still much work to be done in understanding the antiviral effects of aplidin. I plan to submit a grant to 
characterize the breadth of the antiviral effect against coronaviruses and other respiratory viruses, search for 
synergy in combination with a panel of antiviral compounds, and determine what impact this host-targeted 
antiviral has on the immune response to SARS-CoV-2. 


When looking at the expedited grant mechanisms at NIH, many of them seem to have expired. I could submit 
this as an ROI, but I was hoping that there might be a more specialized mechanism that would be appropriate 
for such studies. Looking at ACTIV, it seems like my work would be of interest, but I don't really see a 
mechanism for funding. 


Any help you could provide would be greatly appreciated as | know your time is precious. 


COLL0000019349 


Best, 


Kris White 

Assistant Professor 

Microbiology Department 

Icahn School of Medicine at Mount Sinai 


COLL0000019349 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/8/2020 8:51:05 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: SARS-CoV-2 and mink 


Hi there War Room team, 


See the long e-mail thread below. Can we talk tomorrow about what role the ACTIV WGs might want to play 
in this general area of mutations in SARS-CoV-2, and their potential impact on effectiveness of vaccines and 
mAbs? 


FC 

From: Graham, Barney (NIH/VRC) [E] < b6 

Sent: Sunday, November 8, 2020 9:02 AM 

To: Mascola, John (NIH/VRC) [E] < b6 Taubenberger, Jeffery (NIH/NIAID) [E] 
< b6 Collins, Francis (NIH/OD) [E] < b6 

Cc: Fauci, Anthony (NIH/NIAID) [E] < b6é Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: SARS-CoV-2 and mink 
(b) (4). (b) 5) 


Barney 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Saturday, November 7, 2020 7:38 PM 

To: Taubenberger, Jeffery (NIH/NIAID) [E] < bé Collins, Francis (NIH/OD) [E] 

< b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Graham, 


COLL0000019352 


Barney (NIH/VRC) [E] < b6 
Subject: RE: SARS-CoV-2 and mink 


0) 6) 
John 
From: Taubenberger, Jeffery (NIH/NIAID) [E] < b6 
Sent: Saturday, November 7, 2020 7:04 PM 
To: Collins, Francis (NIH/OD) [E] <coll b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < 
John (NIH/VRC) [E] < b6 Graham, Barney (NIH/VRC) [E] < 
Subject: Re: SARS-CoV-2 and mink 
Dear Francis, 
(&) 6) 


| would value other opinions on this evolving situation. 
With best regards, 


Jeff 


b6 


b6 


Mascola, 


COLL0000019352 


Jeffery K. Taubenberger, M.D., Ph.D., 

Chief, Viral Pathogenesis and Evolution Section 
Deputy Chief, Laboratory of Infectious Diseases 
National Institute of Allergy and Infectious Diseases 
National Institutes of Health 

33 North Drive, Room 3E19A.2 MSC 3203 
Bethesda, MD 20892-3203 USA 


Tel. b6 Fax. 1-301-480-1696 
email: b6 


Disclaimer: The information in this e-mail and any of its attachments is confidential and may contain sensitive 
information. It should not be used by anyone who is not the original intended recipient. If you have received 
this e-mail in error please inform the sender and delete it from your mailbox or any other storage 

devices, National Institute of Allergy and Infectious Diseases shall not accept liability for any statements made 
that are sender's own and not expressly made on behalf of NIAID. 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date; Saturday, November 7, 2020 at 3:18PM 

To: "Taubenberger, Jeffrey (NIH/NIAID) [E]" < b6 

Ce: "Fauci, Anthony (NIH/NIAID) [E]" < b6 “Lane, Cliff (NIH/NIAID) [E]" 

< b6 "Mascola, John (NIH/VRC) [E]" < b6 "Graham, Barney (NIH/VRC) 
EI" < v6 

Subject: FW: SARS-CoV-2 and mink 


Hileff, 
)) 


Francis 

From: Pardis Sabeti < b6 

Sent: Saturday, November 7, 2020 2:26 PM 

To: Luban, Jeremy < b6 

Cc: Collins, Francis (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 
Subject: Re: SARS-CoV-2 and mink 


Hi Francis and Tony, 


| hope you are all having a good day, and can only imagine all that is going on with today's announcement. 


COLL0000019352 


Jeremy gave a great run down of the mutation in minks. Kristian Andersen also gave a nice explainer on twitter as 
well: https://twitter.com/k_g_andersen/status/1325149383931822081?s=21 


Pardis 


On Fri, Nov 6, 2020 at 2:46 PM Luban, Jeremy < b6 wrote: 


Dear Francis, 


The researchers | know have not seen the Danish data, though the data must be concerning if the Prime Minister 
ordered the destruction of the whole mink industry. 


The new Danish sequences that were uploaded were all from humans and cover much of the 2020 outbreak (some 
from the Spring). There is a cluster of Spike mutations that have been gleaned so far, delta~69/70, Y453F, |692V, 
M1229l. Of these, Y453F the most likely candidate to render Spike resistant to Ab neutralization: 

1. it is in the RBD pointing towards ACE2 

2. it was identified in an attempt get escape from the Regeneron MoAbs, using full SARS-CoV-2, in the original 
Regeneron studies (Science 369:1014—1018). 

Outside of Denmark, Y453F has been seen 12 times, mostly in Europe (some linked to Denmark, others not), twice in 
South Africa, and one isolate from Utah. 


There is also a preprint online this week about another S protein variant in the RBD, N439K 
(https://doi.org/10.1101/2020.11.04.355842). This variant has mostly been seen in the UK, caveat that the vast 
majority of the world’s database is from the UK. N439K has increased binding affinity for ACE2 and modest resistance 
to neutralization by Regeneron MoAbs, and to some convalescent sera. 


Bottom-line is we need to see the experiments that were done in Denmark. 
AND, we need to continue monitoring SARS-CoV-2 sequences. 


Thanks for all you do, 
Jeremy 


Jeremy Luban, M.D. 

David J. Freelander Chair in AIDS Research 

Professor, Program in Molecular Medicine and Biochemistry & Molecular Pharmacology 
University of Massachusetts Medical School 

Broad Institute of MIT and Harvard 

Massachusetts Consortium on Pathogen Readiness 

Website: http://www, lubanlab.org 

ubanLab 


=-+------- Forwarded message ------~ — 

From: Collins, Francis (NIH/OD) [E] < b6 
Date: Fri, Nov 6, 2020 at 9:33 AM 

Subject: SARS-CoV-2 and mink 


To: Pardis Sabeti < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 
Hi Pardis, 


COLL0000019352 


The news that there are virus isolates from minks with mutations in the spike protein that might affect 
vaccine efficacy is stirring up a lot of concern. | understand that the Danish group uploaded a lot of 
sequences last night. Is your group all over this? Can you let me know what you are finding? 


Francis 


Pardis Sabeti, MD, DPhil 

Professor, Harvard University & Harvard T.H. Chan School of Public Health 
Broad Institute of MIT and Harvard 

Howard Hughes Medical Institute 


Assistant: Mike Butts < b6 
Phone: b6 
Website: www.sabetilab.org 


Pardis Sabeti, MD, DPhil 

Professor, Harvard University & Harvard T.H. Chan School of Public Health 
Broad Institute of MIT and Harvard 

Howard Hughes Medical Institute 


Assistant: Mike Butts < b6 


Phone: b6 
Website: www.sabetilab.org 


COLL0000019352 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/6/2020 7:35:32 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Slides for 6 Nov providing updates for Vx and Tx 

Attachments: 2020-11-06 OWS board briefing Vx Tx overview Final.odf 


FYI. Confidential as usual. 


From; Tignor, Beth (HHS/IOS) < b6 
Sent: Friday, November 6, 2020 11:55 AM 
To: Tignor, Beth (HHS/IOS) < b6 
Ce: Morris, Katy (HHS/IOS) < b6 


Subject: OWS Board Slides for 6 Nov providing updates for Vx and Tx 


Attached are the OWS Board Slides for 6 Nov providing updates for Vx and Tx. 


VR 

Beth Tignor 

Director of Scheduling 

The Department of Health and Human Services 
b6 


Confidential and pre-decisional communication 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/11/2020 2:44:10 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]) 
Subject: RE: CVS Clinical Trial Services_Nov 10 2020.pptx 


We'll need a unified approach. Let’s discuss on Friday, this doesn’t seem like an urgent question (and we have 
plenty of those). 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < b6é 

Sent: Tuesday, November 10, 2020 8:12 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 

Subject: Re: CVS Clinical Trial Services_Nov 10 2020.pptx 


Thanks again for sending. 


Larry 

From: "Wholley, David (FNIH) [T]" b6 

Date: Tuesday, November 10, 2020 at 6:38 PM 

To: Francis Collins b6 "Tabak, Lawrence (NIH/OD) [E]" b6 
Cc: "Freire, Maria (FNIH) [T]" < b6 


Subject: RE: CVS Clinical Trial Services_Nov 10 2020.pptx 


Sorry, Francis and Larry, | am clearly on autopilot. But all the more reason to send you this now, since we won’t be 
speaking until Friday. Thanks, David 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, November 10, 2020 6:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 
Ce: Freire, Maria (FNIH) (T] b6 > 

Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Francis and Larry -- we can discuss this on tomorrow's war room (or not, if you prefer) but thought | would give you a 
heads up anyway. David 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Tuesday, November 10, 2020 2:52 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: CVS Clinical Trial Services_Nov 10 2020.pptx 


Hi David, 


COLL0000019360 


Based on the success we seem to be having with the ACTIV and vaccine trials, CVS was hoping to either speak to NIH 
leadership as a whole or with some of the individual ICs about how they might be able to help act as clinical sites for 
certain types of trials post pandemic. 


Is this something that you can raise with FC to see if he wants a unified approach of if | should tell CVS to reach out to 
the individual IC directors? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: ( b6 


From: Cohen, Michael J v6 

Sent: Tuesday, November 10, 2020 2:29 PM 

To: Adam, Stacey (FNIH) [T] b6 

Subject: CVS Clinical Trial Services_Nov 10 2020.pptx 


Regarding our conversation and CVS clinical trial conduct. Thank you for your help and support of the 


decentralized/community based model. 


Michael J Coben, MSc | Nirector, Pharmaceutical Commercialization 


100 Park Ave, 12th Floor New York, NY 10017 


#CVSHealth. 


CONFIDENTIALITY NOTICE: This communication and any attachments may contain confidential and/or privileged 
information for the use of the designated recipients named above. If you are not the intended recipient, you are hereby 
notified that you have received this communication in error and that any review, disclosure, dissemination, distribution or 
copying of it or its contents is prohibited. If you have received this communication in error, please notify the sender 
immediately by email or telephone and destroy all copies of this communication and any attachments. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/9/2020 9:51:47 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: Useful global summary of COVID T&V 

Attachments: 20201029 COVID-19 vaccine and therapeutic landscape_vShare.pdf 


This pre-read for today’s Hever meeting was pretty useful — covers a lot of what's going on outside the US. 


FC 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/11/2020 4:58:12 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: neutralizing antibody epitope residue mapping on CoV2 spike 


Thanks for the update, it’s good to have that information as a baseline for evaluating the effect of possible 
mutations. Of course it’s possible that a variant located outside the actual vaccine or mAb epitope might 
affect the 3D structure in unpredictable ways. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, November 11, 2020 11:45 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Menetski, Joseph 
(FNIH) [T] < b6 


Subject: FW: neutralizing antibody epitope residue mapping on CoV2 spike 


Francis: 

Thought | would give you a progress update on the action item we took in war room on Monday to have the Preclinical 
WG look at virus strains appearing in minks in England and Denmark. Hope you find this useful; | believe further 
discussions are underway with the WG on this as well. Maria added the following related link from Scripps: 


httos://www scripps.edu/news-and-events/press-room/2020/20200611-choe-farzan-sars-cov-2-spike-protein.htm! 


Thanks, David 


From: Menetski, Joseph (FNIH) [T] < b6 
Sent: Wednesday, November 11, 2020 9:46 AM 
To: Wholley, David (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] < b6 
Ce: Adam, Stacey (FNIH) [T] b6 ; Menetski, Joseph (FNIH) [T] b6 


Subject: neutralizing antibody epitope residue mapping on CoV2 spike 


David and Maria, 


(b) 6) 


COLL0000019363 


®)6) 


Happy to discuss further, sorry for the long email. Hope it is clear. 


Joe 


Joseph P. Menetshi Ph.D. 
Associate Vice President, R 
Foundation for the } 
b6 
11400 Rockvil 


arch Partnerships 
ational Institutes of Health 


lite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Pund to combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: 
Sent: 
To: 
Subject: 


Location: 


Start: 
End: 


Recurrence: 


Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
11/12/2020 5:20:55 PM 

Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Accepted: ACTIV Leadership Team Meeting #11 
https://fnih.zoom.us/ b6 


12/16/2020 3:00:00 PM 
12/16/2020 4:00:00 PM 


(none) 


COLL0000019368 


From: 


Sent: 
To: 


Subject: 
Attachments: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

11/13/2020 1:29:35 PM 

Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 

FW: Materials fro OWS Board Meeting 11.13.2020 

2020-11-13 OWS board briefing Vx Tx overview Final.odf 


This just in. Confidential as usual. 


FC 

From: Tignor, Beth (HHS/IOS) < b6 
Sent: Friday, November 13, 2020 8:26 AM 
To: Tignor, Beth (HHS/IOS) < b6 
Cc: Morris, Katy (HHS/IOS) < b6 


Subject: Materials fro OWS Board Meeting 11.13.2020 


V/R 

Beth Tignor 

Director of Scheduling 

The Depertinens of Health and Human Services 


Confidential and pre-decisional communication 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/13/2020 5:40:22 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: Freda follow-up - your input 


Thanks for the report, David. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, November 13, 2020 9:26 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: RE: Freda follow-up - your input 


Hi Francis: 


(b) (4). (b) (5) 


Thanks, 
David 


From: Collins, Francis (NIH/OD) [E] < bé6 > 

Sent: Wednesday, November 11, 2020 9:00 AM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] b6 ; Tabak, Lawrence (NIH/OD) [E] < b6 Wolinetz, 
Carrie (NIH/OD) [E] < b6 > 

Subject: RE: Freda follow-up - your input 


Hi Maria, 


| discussed this situation again with Larry and Carrie, and with the Executive Committee. We are all aligned 
with NIH’s pressing need to address the clinical trial situation in a way that encompasses not just the diversity 


COLL0000019377 


of trial enrollment, but other aspects as well. Tomorrow | plan to set up a Working Group of the Steering 
Committee to start to tackle those broader issues. Meanwhile, our five-committee effort to take on the 
challenge of NIH’s responsibility to address structural racism — which includes a new look at health disparities 
and our lack of workforce diversity — will be moving forward vigorously, and this will be discussed at the public 
ACD meeting in December. This effort is likely to take off even more vigorously after January 20 when we 
assume a certain muzzling Executive Order will be deleted. 


With all this going on, it’s just a really complicated time for us to zero in on clinical trial diversity as an isolated 
item, or to make commitments to other partners about what our role might be. This issue is connected to 
many other really important components that all need attention. 


(b) (4), (&) () 


Francis 

From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, November 11, 2020 7:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Wholley, David (FNIH) [T] b6 


Subject: Fwd: Freda follow-up - your input 


Francis, good morning. A gentle nudge on this so we can get back to Rich ASAP, please. M. 


From; "Freire, Maria (FNIH) [T]" b6 
Date: Friday, November 6, 2020 at 1:49:00 PM 
To: "Collins, Francis (NIH/OD) [E]'b 

Ce: "Wholley, David (FNIH) [T]" b6 
Subject: Freda follow-up - your input 


Francis, 


(b) 4), (&) (5) 


COLL0000019377 


©) 4). ©) ) 


Next steps for us — get your OK and call Rich. 


Best, M. 


Maria C, Freire, Ph.D. 

President and Executive Director 

Foundation for the National Institutes of Health 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 
foih.org 


b6 
thingy io) 
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From: Steve Paul [ b6 


Sent: 12/13/2020 9:08:14 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: Re: Meet the Press / terrific job ! 


Flag: Follow up 


Agreed Francis , | trust there will be a high level “ after action “ review(s) of our government's entire response to the 
pandemic .... and if useful , if / when the dust settles ( premature right now ) happy to discuss how we ( FNIH ) could be 
even more effective in supporting NIH, ie in preemptively anticipating ( God forbid ) the next public health crisis . 


Having said this , Maria and | are extremely proud that the FNIH has played such an important role in ACTIV ( under your 
leadership ) and of the very fine work of the entire FNIH staff in support of ACTIV ( and especially David's ) . 


Best, 
Steve 


Steve Paul, M.D. 
CEO and Chairman 


Karuna Therapeutics, Inc. 
33 Arch Street, Suite 3110 
Boston, MA 02110 

Direct: ( b6 

Cell: b6 


www. karunaTx.com 


On Dec 13, 2020, at 3:14 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Steve, 
Thanks for your encouraging message — much appreciated! |t really has been an amazing year 
for scientific partnerships like ACTIV — and FNIH has made this possible by their remarkable 


skills in program design and management. There are definitely some major lessons here. 


All the best, Francis 


From: Steve Paul < b6 

Sent: Sunday, December 13, 2020 10:50 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] 

< b6é 

Ce: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Meet the Press / terrific job ! 


COLL0000014983 


Hi Francis , 


What an inspirational interview this morning . You are always such a terrific communicator but today 


your impassioned plea was really outstanding even for you ! 


Nice job ! 


Also , a really great moment for science but also for public : private partnerships ! Arguably one of our 
biopharma ecosystem’s ( which includes NIH / academia ) finest moments ! ..... your leadership / work 


to assure that the members of that ecosystem are working well together , despite all the complex 


political and business issues , may go down as one of your most important ( among many ) contributions 


Many thanks , 
Steve 


Steve Paul, M.D. 
CEO and Chairman 


Karuna Therapeutics, Inc. 
33 Arch Street, Suite 3110 
Boston, MA 02110 
Direct: b6 
Cell:( b6 
www.karunaTx.com 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 12/14/2020 12:49:59 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dced875{0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: New important info re: fluvoxamine 

Flag: Follow up 

Francis, 


Our agent prioritization sub-group of the ACTIV TX Clinical WG reviewed fluvoxamine on their 11/20 call and 
recommended it for ACTIV-2. However the company subsequently decided to pursue their own trial. Here is where we 
are with all the drugs considered by ACTIV: 


Drugs Prioritized for ACTIV Trial 
Camostat 


Monoclonal antibodies 
Remdesivir 
Interferon beta 


Prioritized by ACTIV, but chose their own trials: 
Fluvoxamine 
MK-4482/EIDD-2801 (Ridgeback) 


(&) (5) 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, December 13, 2020 2:50 PM 
To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) 
[E]< b6 


Subject: FW: New important info re: fluvoxamine 
See note and link below. I’m surprised that an immunomodulatory approach would work on outpatients — but 


this makes that claim. Have these small molecules been considered in the Therapeutics-Clinical WG’s 
prioritization process? 
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FC 


From: Woodcock, Janet b6 > 
Sent: Sunday, December 13, 2020 8:58 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: FW: New important info re: fluvoxamine 


Per this individual’s request. We think there is a large study organized at Wash U, are following up to make sure it is 
going 


| do regret not organizing a large outpatient screening trial for re-purposed agents. jw 


From: Steve Kirsch b6 
Sent: Friday, December 11, 2020 11:34 AM 
To: Woodcock, Janet v6 


Subject: New important info re: fluvoxamine 

Posted here: 

It includes reference to Francis Collins post. Can you make him aware we are validating what he wrote in spades? This 
link has new, previously unpublished info at the large cohort at GG fields. 


Thanks! 


COLL0000014984 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 12/9/2020 1:27:00 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: Best ppts to show what ACTIV has done? 


Attachments: ACTIV update for transition team 11-25-20 vF ri2-3.pptx 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Wednesday, December 9, 2020 6:37 AM 

To; Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Best ppts to show what ACTIV has done? 
Hi David, 


For the Advisory Committee to the Director meeting tomorrow, I'd like to provide a quick snapshot of ACTIV 
accomplishments as part of the initial Director’s Report (see attached agenda). The rest of the afternoon will then be 
devoted to specific presentations on COVID. In the Director’s Report, I'd like to let the ACD members know about the 
remarkable achievements of ACTIV that have set the stage for much of what they are going to hear. 


| have lots of slide sets from Ex Comm and LT meetings, but | don’t have a great library of summary ACTIV slides to pick 
from. | can show the roster of attendees at the most recent Leadership Team meeting — but what would you suggest for 
3-4 slides that would highlight the most significant accomplishments of the four WGs? I’m hoping you might already 
have something put together for this purpose that | could incorporate. To fit this all together for tomorrow, I'd need 
something by COB. 


Thanks, Francis 


COLL0000014986 


From: Woodcock, Janet [ b6 


Sent: 12/14/2020 1:23:07 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: New important info re: fluvoxamine 


Thanks much. Just want to make sure all these are screened in one way or another. Leronlimab we have followed up 
on otherwise, believe it is covered. | know some people are still enthusiastic about ivermectin and also cyclosporine but 
the scientific review have not prioritized these very high. JW 


From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Sunday, December 13, 2020 8:20 PM 

To: Woodcock, Janet < b6 

Subject: FW: New important info re: fluvoxamine 


Hi Janet, 


| followed up your note from Wash U with a query to David Wholley. See response below. Probably you 
already know all this, but just in case... 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Sunday, December 13, 2020 7:50 PM 

To; Collins, Francis (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T. b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 


Subject: RE: New important info re: fluvoxamine 


Francis, 

Our agent prioritization sub-group of the ACTIV TX Clinical WG reviewed fluvoxamine on their 11/20 call and 
recommended it for ACTIV-2. However the company subsequently decided to pursue their own trial. Here is where we 
are with all the drugs considered by ACTIV: 


Drugs Prioritized for ACTIV Trial 
Camostat 


Monoclonal antibodies 
Remdesivir 
Interferon beta 


Prioritized by ACTIV, but chose their own trials: 
Fluvoxamine 
MK-4482/EIDD-2801 (Ridgeback) 


(b) G) 


COLL0000014988 


(b) G) 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Sunday, December 13, 2020 2:50 PM 

To: Wholley, David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) 
{E] b6 


Subject: FW: New important info re: fluvoxamine 


See note and link below. I’m surprised that an immunomodulatory approach would work on outpatients — but 
this makes that claim. Have these small molecules been considered in the Therapeutics-Clinical WG’s 
prioritization process? 


FC 

From: Woodcock, Janet < b6 
Sent: Sunday, December 13, 2020 8:58 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: FW: New important info re: fluvoxamine 


Per this individual’s request. We think there is a large study organized at Wash U, are following up to make sure it is 
going 


| do regret not organizing a large outpatient screening trial for re-purposed agents. jw 


From: Steve Kirsch b6 
Sent: Friday, December 11, 2020 11:34 AM 
To: Woodcock, Janet b6 


Subject: New important info re: fluvoxamine 


Posted here: 
https://www.treatearly.ore/promising-drugs 


It includes reference to Francis Collins post. Can you make him aware we are validating what he wrote in spades? This 
link has new, previously unpublished info at the large cohort at GG fields. 


Thanks! 


COLL0000014988 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 12/16/2020 3:11:00 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Emailing: ACTIV Leadership Team Call -- December 16 Attendance 

Attachments: ACTIV Leadership Team Call - December 16 Attendance.xlsx 

Flag: Follow up 

FYI 


stale ‘Original Message----- 

From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Tuesday, December 15, 2020 7:05 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: Emailing: ACTIV Leadership Team Call -- December 16 Attendance 


Here is updated list -- Janet Woodcock just sent note that she will miss tomorrow's call 
Cheryl 
Your message is ready to be sent with the following file or link attachments: 


ACTIV Leadership Team Call -- December 16 Attendance 


Note: To protect against computer viruses, e-mail programs may prevent sending or receiving certain types 
of file attachments. Check your e-mail security settings to determine how attachments are handled. 


COLL0000015006 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/14/2021 12:40:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: WV and ACTIVs update 


Ah, good to know. 


From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Thursday, January 14, 2021 7:35 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: RE: WV and ACTIVs update 


Thanks. Jon is not the most diplomatic correspondent. 


From: Wholley, David (FNIH) [T] b6 
Sent: Thursday, January 14, 2021 7:13 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: WV and ACTIVs update 


We are working on a response to this which | will send directly to Jon within the hour. 


From: Lorsch, Jon (NIH/NIGMS) [E] b6 

Sent: Thursday, January 14, 2021 6:10 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 
Ce: Adam, Stacey (FNIH) [T] b6 

Subject: FW: WV and ACTIVs update 


Francis, David, 


(b) (4). (b) (5) 


Jon 

From: "McGuirl, Michele (NIH/NIGMS) [E]" b6 

Date: Wednesday, January 13, 2021 at 5:36 PM 

To: "Adam, Stacey (FNIH) [T]' b6 

Ce: "Lei, Ming (NIH/NIGMS) [E]" < b6 >, "Lorsch, Jon (NIH/NIGMS) [E]" 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


b6 > 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 


next week ~ we have trial drug. 


COLL0000015111 


Activ 2: Plis Dr. Hannah Hazard-Jenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA. IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via IV infusion. Each of these drugs has slightly different CRFs. There isan 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >S0 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 


Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH). Reopened about 2 weeks ago — (®) (4). (&) (5). 


Activ 4a: Plis Dr. Sharma. It is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature. IRB approved 


Activ 4c: Pl— Dr. Krupica. We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected, 


Activ 5: P!— Dr. Becky Reece CTA has been back and forth — we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 


COLLO0000015111 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 12/22/2020 4:01:26 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_F1.docx 


Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fuih-org 

11400 Rockville Pike 


site 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000015118 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 1/27/2021 1:36:31 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Lg Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: ACTIV/DNDi Master Protocol Information 

Attachments: Protocol ANTICOV_01 COV Final V7.0 16 November 2020 CLean.pdf 


Francis, below are Stacey’s notes on the call with DNDi yesterday. FYI, | reached out to Bernard Pecoul, who heads DNDi 
(a colleague from my TB Alliance days) and copied Paul Herrling prior to the call. Both were very supportive. 


I’ve attached the protocol DNDi sent after the call, which is being modified. PLEASE TREAT AS CONFIDENTIAL 


Best, M. 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Tuesday, January 26, 2021 7:37 PM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: FW: FW: Cloud Recording - ACTIV/DNDi Master Protocol information Sharing is now available 
Hi Maria, 


| just wanted to follow up to you let you know that the first meeting with the DNDi ANTICOV team went well, and we are 
going to think about how we might leverage data from each other's trials, but also, they were interested in thinking 
about how we might be able to have broader communication with their group and others in the area of repurposed drug 
so we are all generating data that can build the evidence in the field in a synergistic way to ensure less duplications and 
more confirmation. Nathalie was exceptionally open and collaborative. | think we can find a way they will be good 
collaborators. Please see below for the summary. 


Joe, 
They are curious if we have the ability at all to share with them any of the preclinical data being generated by the USG 
labs. Would Ann or her boss be the best for me to ask about that potential? 


Thanks, 
Stacey 


Meeting Details: ACTIV/DNDi Master Protocol Information Sharing (1/26/21) 
Action Items: 
e Nathalie will share all of their materials with ACTIV (e.g., protocol, SOPs, etc.) 
© Tobe leveraged by ACTIV for the pragmatic trial and identifying any other opportunities for coordination 
across the organizations 
e Stacey to schedule a follow-up meeting to discuss the approach for combining efforts across ACTIV and DNDi 


Attendees / Introductions 


e Nathalie Strub-Wourgaft -- NTD Director, DNDi and ANTICOV Lead 
« Fred Monnot -- Filarial Team Leader, DNDi 


COLL0000015121 


« Jonathan Arm -- Translational Sciences Lead, Gates Foundation 
e Sarah Read -- NIAID, ACTIV TX-Clinical WG Co-Chair 

e Eric Hughes -- Novartis, ACTIV TX-Clinical WG Co-Chair 

¢ = Stacey Adam -- FNIH, ACTIV TX-Clinical WG Lead 


Meeting Notes 
(&) (4), &) G) 


COLL0000015121 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 12/23/2020 3:04:29 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 

Flag: Follow up 


Francis, are you asking Joe to join the war room call? M. 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Wednesday, December 23, 2020 9:58 AM 

To; Menetski, Joseph (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


+Larry 
Hi Joe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1) | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month, https:// dc.gov/ (2019: ih /scientific-bri 
variant.htm! They also have the SPHERES effort. But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 

2) | think there’s a typo on p. 5 where you say the det for Step 5 is (b) (4) 


3) 
(b) @) There will also need to be 
consideration about sustainability — what happens after December 2021? Shouldn’t this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, December 22, 2020 11:01 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Menetski, Joseph (FNIH) [T] - Wholley, David (FNIH) [T] b6 ; Freire, Maria 
(FNIH) [T] < b6 

Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Dear Francis, 


COLL0000015138 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P, Menetski Ph.D. 

Associate Vice President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 thik 


ite 600, North Bethesda, MD 20852 


Donate to the FNTH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FRUH RANDEMIC 


RESPONSE FUND 


COLL0000015138 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=S001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 12/23/2020 3:55:28 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Dear Francis, 
Thank you for reviewing. 


e | have fixed the text to match the budget table. 

@ SPHERES is encouraging their sequencing centers to submit to genbank, the centers are being supported by the 
CDC, but are collecting data and sequencing locally, when possible. Duncan MacCannell runs SPHERES and the 
additions and discussions around this effort are from him directly. 

@ The budget for the IT maintenance has been discussed and post 2021 is estimated at 15% of setup costs. This 
can be added to the proposal in a separate section for years after 2021. 

* The budget for the variant wet lab testing is scalable with number of variants, so projecting that can be done to 
increase the budget. 


| will work with Christine to make these changes to the document for your discussion this afternoon. 


Joe 

From: Collins, Francis (NIH/OD) [E] < be 

Sent: Wednesday, December 23, 2020 9:58 AM 

To; Menetski, Joseph (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 

+Larry 

Hi Joe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1) | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cdc.gov/coronavirus/2019-ncoy/more/scientific- brief-emerging- 
yariant.htm! They also have the SPHERES effort. But CDC's track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 

2) | think there’s a typo on p. 5 where you say the budget for Step 5 is (b) (4) 

)@) 


COLL0000015145 


3) &) 4) 


©) a) a " There will also need to be 
consideration about sustainability - what happens after December 2021? Shouldn’t this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, December 22, 2020 11:01 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fi 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Ano 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


org 


FNIN RANOEMIC 


RESPONSE FUND 


COLL0000015145 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 12/23/2020 4:47:45 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Yes, we'll let him know. I am hoping to give my folks a break for the 24th and 25th. They need it. M 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Wednesday, December 23, 2020 at 11:45:45 AM 
To: "Freire, Maria (FNIH) [T]" b6 

Ce: "Wholley, David (FNIH) [T]" b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


| think that would be helpful, at least for the first part, as long as that’s ok with you and David. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, December 23, 2020 10:04 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Francis, are you asking Joe to join the war room call? M. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, December 23, 2020 9:58 AM 

To: Menetski, Joseph (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 >; Freire, Maria (FNIH) [T] b6 Tabak, Lawrence 
(NIH/OD) [E] b6 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


+Larry 
HiJoe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1. | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cde.gov/coronavirus/2019-ncov/more/scientific-brief-emerging- 
variant.htmi They also have the SPHERES effort, But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 

2. | think there’s a typo on p. 5 where you say the budget for Step 5 is (6) (4) 

0) @) 


COLL0000015146 


ne) There will also need to be 
consideration about sustainability — what happens after December 2021? Shouldn't this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FE 


From: Menetski, Joseph (FNIH) [ b6 
Sent: Tuesday, December 22, 2020 11:01 AM 


To: Collins, Francis (NIH/OD) [E] b6 > 
Cc: Menetski, Joseph (FNIH) [T] b6 Wholley, David (FNIH) [T] < b6 : Freire, Maria 
(FNIH) [T] v6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P, Menetski Ph.D, 
Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Ana 
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COLL0000015146 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 12/26/2020 9:50:02 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


| think | can send the invitation to all. Will do so now. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, December 24, 2020 12:17 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Can Cheryl set up our plan for next week —i.e. 8 am on Wednesday for War Room? 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, December 23, 2020 11:48 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wholley, David (FNIH) [T] b6 


Subject: Re: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Yes, we’ll let him know. | am hoping to give my folks a break for the 24th and 25th. They need it. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Wednesday, December 23, 2020 at 11:45:45 AM 
To: “Freire, Maria (FNIH) [T]" b6 

Ce: "Wholley, David (FNIH) [T]" b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


| think that would be helpful, at least for the first part, as long as that’s ok with you and David. 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, December 23, 2020 10:04 AM 
To: Collins, Francis (NIH/OD) [E] b6 

Cc: Wholley, David (FNIH) [T] b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Francis, are you asking Joe to join the war room call? M. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, December 23, 2020 9:58 AM 

To: Menetski, Joseph (FNIH) [T] b6 

Ce: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] b6 Tabak, Lawrence 


(NIH/OD) [E] b 
Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


+Larry 


COLL0000015147 


HiJoe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1. | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cde.gov/coronavirus/2019-ncov/more/scientific-brief-emerging- 
variant.htm! They also have the SPHERES effort. But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 


2. | think there’s a typo on p. 5 where you say the budget for Step 5 is (b) (4) 
0) @) 


(OOM There will also need to be 
consideration about sustainability - what happens after December 2021? Shouldn't this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 

From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, December 22, 2020 11:01 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Menetski, Joseph (FNIH) [T] v6 Wholley, David (FNIH) [T] b6 Freire, Maria 
(FINIH) [7] b6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, R 
Foundation for the National Ins 

b6 fhi 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| fink iS) 
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COLL0000015147 


From: McManus, Ayanna (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=BCFO6DE08BA845249B9B36AD216E237E-AMCMANUS] 


Sent: 12/29/2020 3:25:47 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Lg Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: HHS does it again 


Flag: Follow up 
Hey there, FC! 
Yes, we'll work to reschedule the meeting. 


Thanks, 
Ayanna 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, December 29, 2020 10:23 AM 

To: McManus, Ayanna (NIH/OD) [E] < v6 

Cc: Wholley, David (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 
Subject: HHS does it again 


Hi Ayanna, 
HHS has just scheduled one of those Secretary + doctors meetings — for 8 — 8:30 AM tomorrow. That was supposed to 
be our one ACTIV War Room meeting this week, which will now have to be rescheduled. Can you work with Cheryl to 


find a time later in the day that will work for the War Room team? 


FC 


COLL0000015173 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 1/5/2021 5:59:33 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Budget and short description of pandemic preparedness Preclinical agent development 

Attachments: Pandemic preparedness preclinical agent development overview F1.docx; Pandemic Preparedness preclinical budget 
estimate total 2021d.xIsx 


Flag: Follow up 

Dear Francis, 

| have worked with Christine, Chris Austin and Jim Anderson to update the proposal that we made last year to include a 
broad approach to new agent development. | have attached the budget in excel! format and a short description of the 
approach for your review. 

The total for the first year of this work is ~$531M. You will see the assumptions in the excel file for this figure. 


We have not been able to get broad input from other I/Cs or agencies, but can do that in future iterations, if needed. 


Best regards, 
Joe 


Joseph P, Menetski Ph.D. 
ic Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Ao 
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COLL0000015254 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 1/5/2021 7:55:11 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls 4 Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f170Se2e7¢254b84a7 7fOS8dbf75b31b-hallettaa] 

Subject: RE: Budget and short description of pandemic preparedness Preclinical agent development 

Attachments: Pandemic preparedness preclinical agent development overview F2.docx; Pandemic Preparedness preclinical budget 
estimate total 2021e.xIsx 


Flag: Follow up 
Dear Francis, 


| have updated the budget excel file to add years 2-5 in the second table. Also, Jim asked to increase one item with 
respect to BSL build out. 


Attached please find an updated description that reflects the additional years and total. 


(&) @) 


Please let me know if you have any questions or suggestions. 


Best, 

Joe 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, January 5, 2021 2:25 PM 

To: Menetski, Joseph (FNIH) [T] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Hallett, Adrienne (NIH/OD) [E] < b6 


Subject: FW: Budget and short description of pandemic preparedness Preclinical agent development 


Thanks, Joe, As the supplement money will be “no-year” or maybe “five-year”, we should probably consider 
the budgetary needs for a multiyear effort. (b) (4) 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, January 5, 2021 1:00 PM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 
Ce: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] b6 

Subject: Budget and short description of pandemic preparedness Preclinical agent development 


COLL0000015258 


Dear Francis, 


| have worked with Christine, Chris Austin and Jim Anderson to update the proposal that we made last year to include a 
broad approach to new agent development. | have attached the budget in excel format and a short description of the 
approach for your review. 


() (4 You will see the assumptions in the excel file for this figure. 
We have not been able to get broad input from other I/Cs or agencies, but can do that in future iterations, if needed. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 faih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Find to combat COVID-19: fnih.org/pandemic 
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COLL0000015258 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 1/5/2021 8:14:41 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f058dbf75b31b-hallettaa] 

Subject: RE: Budget and short description of pandemic preparedness Preclinical agent development 

Attachments: Pandemic preparedness preclinical agent development overview F3.docx; Pandemic Preparedness preclinical budget 
estimate total 2021e.xIsx 


Flag: Follow up 
Dear Francis, 


Please use these files for your review. | have updated to provide a yearly salary increase and found an math error, which 
has been fixed.. 


(b) 4) 


Again, sorry for the multiple emails. 


Joe 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, January 5, 2021 2:25 PM 

To; Menetski, Joseph (FNIH) [T] < b6 

Cc; Tabak, Lawrence (NIH/OD) [E] < b6é Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Hallett, Adrienne (NIH/OD) [E] < b6 


Subject: FW: Budget and short description of pandemic preparedness Preclinical agent development 


Thanks, Joe. As the supplement money will be “no-year” or maybe “five-year”, we should probably consider 


the budgetary needs for a multiyear effort. (b) (4) 

Francis 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, January 5, 2021 1:00 PM 

To: Collins, Francis (NIH/OD) [E] <co b6 Tabak, Lawrence (NIH/OD) [E] < b6 


COLL0000015263 


Ce: Freire, Maria (FNIH) [T] b6 Wholley, David (FNIH) [T] < v6 
Subject: Budget and short description of pandemic preparedness Preclinical agent development 


Dear Francis, 
| have worked with Christine, Chris Austin and Jim Anderson to update the proposal that we made last year to include a 
broad approach to new agent development. | have attached the budget in excel format and a short description of the 
approach for your review. 

(b) (4) You will see the assumptions in the excel file for this figure. 


We have not been able to get broad input from other I/Cs or agencies, but can do that in future iterations, if needed. 


Best regards, 


Joe 

Joseph P.M ski Ph.D. 

Associate President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fhib.ory 


11400 Rockville P: 


| thing sie) 
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COLL0000015263 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 1/6/2021 4:20:29 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Wolf-Rodda, Julie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=89f0a08ab7224e0b9dcSa1 18ff336aff-wolfrodj] 

Subject: Re: BIO conversation notes 


Yes, we noted that. They take credit for that, BTW. o} 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, January 6, 2021 at 11:16:50 AM 

To: "Freire, Maria (FNIH) [T]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" b6 >, "Whollcy, David (FNIH) [T]" 
< b6 "Wolf-Rodda, Julie (FNIH) [T]" b6 > 


Subject: RE: BIO conversation notes 
Hi Maria, 


Thanks for sharing these notes and comments. It should be a lot easier for NIH to engage on these topics after 
January 20, 


One small point — the Pfizer vaccine trial enrollment was actually LESS diverse than Moderna. NIH has worked 
really hard with Moderna and Janssen to lift those percentages. See attached. (Janssen data not yet public.) 


Best, Francis 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, January 5, 2021 5:33 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6é Wholley, David (FNIH) [T] < b6 Wolf- 
Rodda, Julie (FNIH) [T] < b6 


Subject: BIO conversation notes 

Francis, 

Julie, David and | had the long-delayed conversation with BIO. The participants were Michelle McMurry-Health, Tom 
DiLenge (policy), Phyllis Arthur (infectious disease and now chief scientist), Cartier Esham (regulatory). We were to 
cover: 1) clinical trial, access and other diversity issues, 2) ACTIV and 3) AMP Gene Therapy. We covered diversity, 


briefly discussed ACTIV and did not get to AGT. Below are Julie’s notes on the discussion, for which | am very grateful. 


Diversity in Biomedical Research, Clinical Trials (the system and the participants) 


COLL0000015272 


David outlined what PhRMA has approached the FNIH (and through us, the NIH) about partnering on — clinical trials 
infrastructure, PhRMA principles, landscape analysis. MCF noted that NIH is committed to this work, and is now 
assessing its efforts to date, as well as planning next steps. 


BIO encouraged NIH to engage external audiences for a broad perspective. Michelle has made diversity a high priority 
for BIO, which has already established principles, assessed its membership on multiple metrics (see attached report, 
although they did not reference today), goals, and aims “to get to the heart of the matter”. Their focus is to work at the 
operational, practical level; identify the best messengers; partnering with CROs and others. 


Discussion outcome: BIO identified 4 key inflection points: 


1. Training physicians and clinician scientists, with a focus on increasing diversity. This cannot be done just by 
increasing focus on HBCUs or expecting it to be handled by the small % of doctors who are people of color. 
(Note: Michelle is interested in the EMRSP/PSSF project idea, if focused on diversity. This is Extramural MSRP 
effort that Tachi, Bob Lefkowitz et al are working on with Michael Gottesman and Richard Wyatt). 


2. Highly resourced Academic Medical Centers (NIH grantees, etc.). Need to tackle the many complexities here. 

1. It’s not just that minorities live far from clinical trial sites; that’s not always the case. Think about impact 
of taking/not accepting medicare patients; changing policy could increase diversity of clinical trial 
participants. Consider how to make it possible for people to comply with trial requirements, rather than 
eliminating people because you ‘know’ they won’t comply. 

2. NIH grants/contracts often go to the same recipients. Consistent resourcing reinforces the ability of NIH 
grantees to win additional NIH funding. Diversify the grant recipient pool to help diversify the clinical 
trial structure in the U.S. 

3. Need to make sure that if individuals of diverse background show up to participate in clinical trials, the 
clinical trials must be prepared to receive and retain them. 


3. Intersection with companies. Many biotechs do/will not develop own clinical trial networks and instead rely on 
the NIH clinical trial networks. This underscores the importance of ensuring good diversity in NIH clinical trial 
networks (ex: Pfizer vaccine trials were more diverse than Moderna vaccine trials). 


4. What are the obligations for getting funding (from NIH or industry)? Scientific obligations are clear. Are the 
social obligations/social contract as clear/strong as possible? Data sharing, publication, diversity of workforce, 
diversity of trial populations, etc. 


BIO would be very happy to partner/collaborate with the FNIH (and NIH, PhRMA and/or others) around a shared vision 
for what we might do in this area separately and collectively. BIO is committed to actionable, lasting change and aims to 
hold itself and others with whom it collaborates to a standard of progress. 


ACTIV 


BIO is very supportive of ACTIV and impressed with its achievements over time. They believe ACTIV should continue and 
even expand its remit under the new Administration, noting that it was extremely good at getting everyone organized 
and working in the same direction. 


They hope that moving forward it will be possible to more clearly define the paths for engagement. Their vision is of an 
ACTIV that can be used to plan for future pandemics and, perhaps, other significant biomedical needs. This would 
require a bit more infrastructure, including improved systems and communications that were difficult to establish when 
working at breakneck speed for COVID-19. For example, what is the process for applying to have your 
compound/tool/etc. considered for inclusion, what are criteria for its evaluation, are more frequent updates on 
processes and progress possible? (This discussion to be continued off-line. David has already reached out to Phyllis.) 


Bespoke Gene Therapy Consortium 


COLL0000015272 


We did not get to this topic; a follow-up call will be scheduled, 


Best, Maria 


COLL0000015272 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 1/6/2021 4:50:38 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: LT/EC meetings going forward 

Flag: Follow up 

Hi Francis, 


Prior to the holidays you agreed to schedule a single combined EC/LT meeting for ACTIV in January, but we need to be 
thinking now about what to do in future as people’s calendars are starting to fill up. Shall we set a monthly combined 
EC/LT meeting for somewhere around the middle of the month, same length as current meetings, through, say, June? 


Foundation for the National Institutes of Health 
b6 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNHY earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000015273 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 1/5/2021 10:32:45 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Wolf-Rodda, Julie (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=89f0a08ab7224e0b9dcSa1 18ff336aff-wolfrodj] 

Subject: BIO conversation notes 

Attachments: BIO report - Measuring Diversity_in_the_Biotech_Industry_Building_an_Inclusive_Workforce.pdf 


Francis, 


Julie, David and | had the long-delayed conversation with BIO. The participants were Michelle McMurry-Health, Tom 
DiLenge (policy), Phyllis Arthur (infectious disease and now chief scientist), Cartier Esham (regulatory). We were to 
cover: 1) clinical trial, access and other diversity issues, 2) ACTIV and 3) AMP Gene Therapy. We covered diversity, 
briefly discussed ACTIV and did not get to AGT. Below are Julie’s notes on the discussion, for which | am very grateful. 


Diversity in Biomedical Research, Clinical Trials (the system and the participants) 


David outlined what PhRMA has approached the FNIH (and through us, the NIH) about partnering on — clinical trials 
infrastructure, PhRRMA principles, landscape analysis. MCF noted that NIH is committed to this work, and is now 
assessing its efforts to date, as well as planning next steps. 


BIO encouraged NIH to engage external audiences for a broad perspective. Michelle has made diversity a high priority 
for BIO, which has already established principles, assessed its membership on multiple metrics (see attached report, 
although they did not reference today), goals, and aims “to get to the heart of the matter”. Their focus is to work at the 
operational, practical level; identify the best messengers; partnering with CROs and others. 


Discussion outcome: BIO identified 4 key inflection points: 


1) Training physicians and clinician scientists, with a focus on increasing diversity. This cannot be done just by 
increasing focus on HBCUs or expecting it to be handled by the small % of doctors who are people of color. 
(Note: Michelle is interested in the EMRSP/PSSF project idea, if focused on diversity. This is Extramural MSRP. 
effort that Tachi, Bob Lefkowitz et al are working on with Michael Gottesman and Richard Wyatt). 


2) Highly resourced Academic Medical Centers (NIH grantees, etc.). Need to tackle the many complexities here. 

a. It’s not just that minorities live far from clinical trial sites; that’s not always the case. Think about impact 
of taking/not accepting medicare patients; changing policy could increase diversity of clinical trial 
participants. Consider how to make it possible for people to comply with trial requirements, rather than 
eliminating people because you ‘know’ they won’t comply. 

b. NIH grants/contracts often go to the same recipients. Consistent resourcing reinforces the ability of NIH 
grantees to win additional NIH funding. Diversify the grant recipient pool to help diversify the clinical 
trial structure in the U.S. 

c. Need to make sure that if individuals of diverse background show up to participate in clinical trials, the 
clinical trials must be prepared to receive and retain them. 
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3) Intersection with companies. Many biotechs do/will not develop own clinical trial networks and instead rely on 
the NIH clinical trial networks. This underscores the importance of ensuring good diversity in NIH clinical trial 
networks (ex: Pfizer vaccine trials were more diverse than Moderna vaccine trials). 


4) Whatare the obligations for getting funding (from NIH or industry)? Scientific obligations are clear. Are the 
social obligations/social contract as clear/strong as possible? Data sharing, publication, diversity of workforce, 
diversity of trial populations, etc. 


BIO would be very happy to partner/collaborate with the FNIH (and NIH, PhRMA and/or others) around a shared vision 
for what we might do in this area separately and collectively. BIO is committed to actionable, lasting change and aims to 
hold itself and others with whom it collaborates to a standard of progress. 


ACTIV 


BIO is very supportive of ACTIV and impressed with its achievements over time. They believe ACTIV should continue and 
even expand its remit under the new Administration, noting that it was extremely good at getting everyone organized 
and working in the same direction. 


They hope that moving forward it will be possible to more clearly define the paths for engagement. Their vision is of an 
ACTIV that can be used to plan for future pandemics and, perhaps, other significant biomedical needs. This would 
require a bit more infrastructure, including improved systems and communications that were difficult to establish when 
working at breakneck speed for COVID-19. For example, what is the process for applying to have your 
compound/tool/etc. considered for inclusion, what are criteria for its evaluation, are more frequent updates on 
processes and progress possible? (This discussion to be continued off-line. David has already reached out to Phyllis.) 


Bespoke Gene Therapy Consortium 


We did not get to this topic; a follow-up call will be scheduled. 


Best, Maria 


COLL0000015274 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 1/7/2021 7:58:38 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV 


This is the PPD problem | have been telling you about in war room. We do all this work and get the trial teams engaged, 
but they end up ultimately having to hand this off to PPD, and nothing happens. | have heard that PPD is simply 
overwhelmed. As Jon notes, even our direct appeals to NIAID don’t seem to be able to get traction. To be fair, some of 
the trials are in a bit of hiatus as regards onboarding of new sites a priority while they sort out new versions of their 
protocols, etc. So that we have a targeted response to Jon, let me confer with Stacey about where a call from you to 


NIAID might do the most good. 

David 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 2:03 PM 

To: Wholley, David (FNIH) [T] < b6 


Subject: FW: ACTIV 
See below and attached. Is there something | can do to help? 


FC 


From: Lorsch, Jon (NIH/NIGMS) [E] b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: ACTIV 


Francis, 

Attached is a summary of where we are with IDeA CTR participation in ACTIV trials. As you can see, WVU is the star, but 
a number of other sites are also significantly engaged. You will also note a lot of “waiting for instructions” and “pending 
site selection.” The bottle neck — and | am told it is a big one — is the CROs getting back to the sites and giving them 
instructions on next steps. Stacy at FNIH has been trying her hardest to help, but her leverage is limited. Assuming this is 
still a priority, do you think there is anything you can do to move the CROs along? What | am hearing is that they really 
only listen to NIAID, which controls the purse strings. 


Thanks. 


Jon 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 1/7/2021 10:01:45 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e07 2f8cb7-menetskijp]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis] 

Subject: Pandemic Preparedness proposal 

Attachments: Preclinical therapeutic development overview_F1.docx; Pandemic Preparedness preclinical budget estimate total 
2021 Final Draft.xIsx 


Flag: Follow up 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


Overall Cost 


Overall total ] )G) 


2021 


2025 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P. Menetski Ph.D. 
Associate Vice President, Res 
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Foundation for the National Institutes of Health 

b6 fri 
11406 Rockville Pike, 
| fling io) 


¢ 600, North Be 


sda. MD 20852 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/7/2021 10:57:14 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f4 1d84-freiremc] 

Subject: RE: ACTIV 


Francis, | have spoken with Stacey about this. ACTIV-2 is indeed one of the issues, and | think our issues with PPD have 
been cited on enough war room calls that Cliff Lane would certainly understand the need, given this is coming from an IC 
Director who has been trying to help. Over half the IdEA sites however have been interested in ACTIV-4b, and Stacey 
has gotten nowhere with their CRO, Parexel, or the trial team. To be fair, though, Stacey has not escalated this beyond 
the Program Officer level at NHLBI, so my suggestion if OK with you would be for me to forward your note to me (with 
Jon’s attachments) to Amy Patterson so she has a crack at handling this before hearing directly from you. You can 
always mention it on a war room on, say, Monday to check on progress. Please let me know how you would like to 
handle? Thanks, David 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 2:03 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: ACTIV 
See below and attached. Is there something | can do to help? 


FC 


From: Lorsch, Jon (NIH/NIGMS) [E] b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: ACTIV 


Francis, 

Attached is a summary of where we are with IDeA CTR participation in ACTIV trials. As you can see, WVU is the star, but 
a number of other sites are also significantly engaged. You will also note a lot of “waiting for instructions” and “pending 
site selection.” The bottle neck — and | am told it is a big one — is the CROs getting back to the sites and giving them 
instructions on next steps. Stacy at FNIH has been trying her hardest to help, but her leverage is limited. Assuming this is 
still a priority, do you think there is anything you can do to move the CROs along? What | am hearing is that they really 
only listen to NIAID, which controls the purse strings. 


Thanks. 


Jon 


COLL0000015294 


From: Kadlec, Robert (OS/ASPR/IO) [ v6 

Sent: 1/8/2021 12:58:44 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John] 

GR Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Slaoui, Moncef 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d6650ac6d6ef-Moncef.Slao] 

Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Dr Collins | think it would be helpful to convene a call to discuss with some of the stakeholders particularly CDC. | am 
aware of of some of their efforts that could significantly contribute to the objective you seek. If! may suggest that | can 
facilitate that | shall and soonest today if schedules permit. Best Bob 


From; Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 7:55 AM 

To: Disbrow, Gary (OS/ASPR/BARDA) < b6 Johnson, Robert (OS/ASPR/BARDA) 

< b6 

Ce: Kadlec, Robert (OS/ASPR/IO) < b6 Menetski, Joseph (FNIH) [T] < b6 

Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 Tabak, Lawrence (NIH/OD) [E] < b6 Slaoui, Moncef 

< b6 


Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 

Hi Gary and Robert, 

Can | help providing any more information about this proposal? |am anxious to get this back in front on 
Moncef Slaoui to seek OWS support before that starts to get really complicated. Please let me know if it’s OK 


for me to proceed. 


Best, Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 3, 2021 5:18 PM 


To: Disbrow, Gary (OS/ASPR/BARDA) b6 >; Johnson, Robert (OS/ASPR/BARDA) 

< b6 

Cc: Kadlec, Robert (OS/ASPR/IO) b6 Menetski, Joseph (FNIH) [T] b6 & 
Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 1v>; Tabak, Lawrence (NIH/OD) [E] b6 ; Slaoui, Moncef 


COLL0000015303 


b6 
Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Dear Gary and Robert, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposa! about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. BARDA also had an opportunity to help shape this (Karl 
Erlandson). This proposal would cover the analysis of 50 mutations in calendar year 2021. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the support of BARDA. I'd be glad to discuss this further by phone if that would be helpful. Joe Menetski of 
the Foundation for NIH has been the primary curator of the plan, and would also be glad to provide further 


details about its components. 


Best regards, Francis 


COLL0000015303 


From: Schuchat, Anne MD (CDC/OD) [ b6 

Sent: 1/8/2021 1:05:04 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a4 2aecb9a0d9b96c-NARS]; Redfield, Robert R. (CDC/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0002721fddd148e3b97d5e6086a01629-olx1.CDC] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Slaoui, Moncef 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d6650ac6d6ef-Moncef.Slao]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Francis — we have a few comments !’ll share ina moment. Our scientists have been connecting via NIAID and BARDA on 
much of this and we have some suggestions, Sorry for the delay. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 7:52 AM 

To: Schuchat, Anne MD (CDC/OD) < b6 Messonnier, Nancy (CDC/DDID/NCIRD/OD) < b6 

Redfield, Robert R. (CDC/OD) < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Slaoui, Moncef 
< b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 Freire, Maria (FNIH) [T] < b6 


Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 

Hi Anne, Bob, and Nancy, 

Can | help providing any more information about this proposal? | am anxious to get this back in front on 
Moncef Slaoui to seek OWS support before that starts to get really complicated. Please let me know if it’s OK 


for me to proceed. 


Best, Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 3, 2021 5:12 PM 


To: Schuchat, Anne MD (CDC/OD) b6 ; Messonnier, Nancy (CDC/DDID/NCIRD/OD) b6 Hi 
Redfield, Robert R. (CDC/OD) < b6 

Cc: Menetski, Joseph (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 Slaoui, Moncef 
< b6 ; Tabak, Lawrence (NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) (E] 

< b6 Freire, Maria (FNIH) [T] b6 


Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Dear Bob, Anne, and Nancy, 
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The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposal about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. As you can see on page 5, Dan Jernigan and Duncan McCannell were 
significant contributors to the design. This proposal would cover the analysis of 50 mutations in calendar year 
2021, and includes $2M for CDC sequencing support to enhance surveillance. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the full endorsement of CDC. I'd be glad to discuss this further by phone if that would be helpful. Joe 
Menetski of the Foundation for NIH has been the primary curator of the plan, and would also be glad to 


provide further details about its components. 


Best regards, Francis 


COLL0000015305 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 1/28/2021 3:55:20 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427e23d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Flag: Follow up 
Good for Felicia; not a bad suggestion at all! Thanks for sending it, David. 


Francis, Larry, Jim — Felicia is one of these NiHers who quietly do an outstanding job. She has interacted with the FNIH 
team since the outset, keeping an eye out on the OTA and enabling ACTIV not only from the contract/OTA perspective 
but also providing ideas and input. She speaks frequently with Joe and Kevin about project ideas or contractual issues, 
always to make things better. She is also the officer for RADx and has helped us connect with them when she thought it 
would make sense to do so. 


| thought you would like to know. Cheers, M. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, January 28, 2021 9:22 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 


Subject: FW: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Hi Francis, not sure where things stand with the effort to nail down PROTECT, but in the event it does not work out 
please see the additional suggestion forwarded to Joe Menetski by Felicia Qasha. Felicia is actually the Contract Officer 
on our OTA agreement for ACTIV, but she also attends some of the meetings. Thanks, David 


From: Qashu, Felicia (NIH/OD) [E] b6 

Sent: Wednesday, January 27, 2021 4:15 PM 

To: Connelly, Sarah b6 Menetski, Joseph (FNIH) [T] b6 
Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


A candidate name to consider for the emerging variant effort: 


ACTIV Data to Determine Variant Impact on COVID19 treatment and vaccine Efficacy 
ADDVICE 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 1/8/2021 5:00:42 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

| Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Freire, Maria (FNIH) [T) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis] 

Subject: RE: Pandemic Preparedness proposal 

Attachments: Preclinical therapeutic development overview_ 1 8 2021.docx; Pandemic Preparedness preclinical budget estimate 
total 2021 Final Draft Just totals.xlsx 


Flag: Follow up 

Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To: Collins, Francis (NIH/OD) [E] < be 

Ce: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) 
{El< b6 


Subject: Pandemic Preparedness proposal 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


Overall Cost 


Overall total (b) 6) 


| 2024 
| 2022 


COLL0000015309 


&)G6) 
2023 | 


2024 | 
2025 | 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P, Menetski Ph.D, 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fnih.org 
i ike, Suite 600, North Bethesda, MD 20852 


FNIH PANDEMIC 
RESPONSE FUND 


COLL0000015309 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 1/8/2021 6:43:11 PM 

To: Lowy, Douglas (NCI) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65{80-santosmr] 

cc: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Follow-up on Correlates of Immunity and on PPD and ACTIV-2 


Dear Doug and Mike: 

| know you have been discussing the issue of correlates of immunity in the Vaccines Working Group, and the subject 
came up on our ACTIV war room call this morning. | just wanted to share a report out from NIAID on their activities in 
this area so you are in the loop. Thanks David 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Friday, January 8, 2021 12:25 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Freire, Maria (FNIH) [T] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 Parker, 
Ashley (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] < b6 Patterson, 
Amy (NIH/NHLBI) [E] < b6 Wholley, David (FNIH) [T] < b6 

Subject: Follow-up on Correlates of Immunity and on PPD and ACTIV-2 


(b) (5) 


Below is my email exchange with Peter Kim regarding PPD and ACTIV-2. 
Looks like Peter would benefit from more specific information regarding the potential NIGMS sites. 


Cliff 


Cliff, thanks for this note. In general, pace of site activation continues to be an issue for all eligible sites. We have 
found that it’s a complex issue that certainly involves PPD but also goes beyond PPD (e.g. when we pressed PPD to 
communicate more frequently with sites to accelerate site activation, we started getting complaints from sites that they 
could not move any faster, we also found that some sites were activated without all the necessary requirements in 
place). 


Having said this, | had not heard specifically about issues with NIGMS sites, but | will look into it. Certainly if there are 
sites that feel that things are not moving fast enough for them, we can push PPD to move faster. 


Thanks, 


Peter 


COLL0000015316 


From: Lane, Cliff (NIH/NIAID) [E] b6 > 

Sent: Friday, January 8, 2021 10:12 AM 

To: Kim, Peter (NIH/NIAID) [E] b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 >; Dieffenbach, Car! (NIH/NIAID) [E] b6 
Subject: Question from Dr. Collins 

Peter, 


On an ACTIV call this morning it was noted that PPD has not been as responsive as you would like them to be regarding 
support of ACTIV-2; particularly with respect to adding sites from the NIGMS network to ACTIV-2. 


Is this accurate and, if'so, are there things that can be done (within NIAID, within NIH) to be of help? 
+Sarah and Carl for awareness. 
Thanks, 


Chiff 


COLL0000015316 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 1/8/2021 9:38:53 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: Re: Pandemic Preparedness proposal 


Flag: Follow up 


| believe it is tension between NCATS and NIAID. 


From: Francis Collins < b6 

Date: Friday, January 8, 2021 at 4:37 PM 

To: "Freire, Maria (FNIH) [T]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < 6 
Subject: RE: Pandemic Preparedness proposal 


So the tension is between NIAID and NCATS? Hopefully not tension between NIAID and ACTIV? 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 4:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Pandemic Preparedness proposal 


Francis, heads-up since you are sending this to Tony. As | mentioned a few days ago, there was and still is stress with 
NIAID regarding roles and responsibilities here. Emily Erbelding believes this is NIAID’s responsibility, expressing those 
concerns strongly on the call today. Chris Austin had to clarify some issues. This is not FNIH’s issue, of course. M. 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Friday, January 8, 2021 3:15 PM 

To: Menetski, Joseph (FNIH) [T] < 6 

Cc: Austin, Christopher (NIH/NCATS) [E] < b6 >; Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) (T] b6 >; Colvis, Christine (NIH/NCATS) [E] <chr b6 


Subject: RE: Pandemic Preparedness proposal 
Terrific, thanks. 


| am now sending this to Tony and Janet for a quick look. 


Francis 

From: Menetski, Joseph (FNIH) [T] b6 

Sent: Friday, January 8, 2021 2:45 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Austin, Christopher (NIH/NCATS) [E] v6 Freire, Maria (FNIH) [T] b6 >; Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] b6 > 


Subject: RE: Pandemic Preparedness proposal 


COLL0000015323 


Here is an updated excel file that shows the manufacture cost ramping up, but the total stays the same. | have also 
added a new version of the document, because the yearly numbers changed and that also needed to be updated for 
accuracy. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Friday, January 8, 2021 2:03 PM 


To: Collins, Francis (NIH/OD) [E] b6 
Ce: Austin, Christopher (NIH/NCATS) [E] b6 ; Freire, Maria (FNIH) [T. v6 >; Wholley, 
David (FNIH) [T] < b6 >} Colvis, Christine (NIH/NCATS) [E] v6 


Subject: RE: Pandemic Preparedness proposal 
Hi Francis, 
(b) 5) 
(&) (5) 


(b) 6) | will get that to you in a few minutes. 


Below are the NIH and BARDA representatives that were very active in the discussion yesterday. All of them have been 
sent the final version (including Gary Disbrow also) for their review and further discussion in their organizations. 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 

Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 
Austin, Christopher (NIH/NCATS) [E] 


Best, Joe 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, January 8, 2021 12:20 PM 

To: Menetski, Joseph (FNIH) [T] < b6 

Ce: Austin, Christopher (NIH/NCATS) [E] b6 ; Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] bé Colvis, Christine (NIH/NCATS) [E] b6é 
Subject: RE: Pandemic Preparedness proposal 


v 


HiJoe et al., 


This looks great -- nicely done, team! 


COLL0000015323 


One question — (b) (5) 
(&) ) 


Thanks! 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Friday, January 8, 2021 12:01 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] b6 : Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] b6 

Subject: RE: Pandemic Preparedness proposal 


Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To; Collins, Francis (NIH/OD) [E] < b6 
Ce: Austin, Christopher (NIH/NCATS) [E] <a b6 Freire, Maria (FNIH) [T] v6 Wholley, 
David (FNIH) [T] b6 ; Menetski, Joseph (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) 
(E] b6 

proposal 


Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


Overall Cost 
Overall total ) 6) 
2021 


2022 


COLL0000015323 


2023 
2024 
2025 


(b) G) 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P. Menetski Ph.D, 

Associate Vice President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fil 


FNIH PANDEMIC 
RESPONSE FUND 


COLL0000015323 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 1/8/2021 10:17:18 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Collins, Francis (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Pandemic Preparedness proposal 


Flag: Follow up 


Or perhaps NIAID (Emily this time) protecting what they perceive to be their turf. 


From: "Tabak, Lawrence (NIH/OD) [E]" b6 

Date: Friday, January 8, 2021 at 4:38:53 PM 

To: "Collins, Francis (NIH/OD) [E]" b6 “Freire, Maria (FNIH) [T]" b6 > 
Subject: Re: Pandemic Preparedness proposal 


| believe it is tension between NCATS and NIAID. 


From: Francis Collins < b6 

Date: Friday, January 8, 2021 at 4:37 PM 

To: "Freire, Maria (FNIH) [T]" <mfreire@fnih.org> 
Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Pandemic Preparedness proposal 


So the tension is between NIAID and NCATS? Hopefully not tension between NIAID and ACTIV? 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 4:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Pandemic Preparedness proposal 


Francis, heads-up since you are sending this to Tony, As | mentioned a few days ago, there was and still is stress with 
NIAID regarding roles and responsibilities here. Emily Erbelding believes this is NIAID’s responsibility, expressing those 
concerns strongly on the call today. Chris Austin had to clarify some issues. This is not FNIH’s issue, of course. M. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, January 8, 2021 3:15 PM 

To; Menetski, Joseph (FNIH) [T] b6 > 

Cc: Austin, Christopher (NIH/NCATS) [E] b6 Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] b6 


Subject: RE: Pandemic Preparedness proposal 
Terrific, thanks, 


lam now sending this to Tony and Janet for a quick look. 


COLL0000015325 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Friday, January 8, 2021 2:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Austin, Christopher (NIH/NCATS) [E] b6 Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] v6 >; Colvis, Christine (NIH/NCATS) [E] b6 


Subject: RE: Pandemic Preparedness proposal 


Here is an updated excel file that shows the manufacture cost ramping up, but the total stays the same. | have also 
added a new version of the document, because the yearly numbers changed and that also needed to be updated for 
accuracy. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Friday, January 8, 2021 2:03 PM 


To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Austin, Christopher (NIH/NCATS) [E] < b6 ; Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] v6 >; Colvis, Christine (NIH/NCATS) [E] < b6 
Subject: RE: Pandemic Preparedness proposal 
Hi Francis, 
(b) (5) ug 
(b) (5) 
(b) (5) | will get that to you in a few minutes. 


Below are the NIH and BARDA representatives that were very active in the discussion yesterday. All of them have been 
sent the final version (including Gary Disbrow also) for their review and further discussion in their organizations. 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 

Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 
Austin, Christopher (NIH/NCATS) [E] 


Best, Joe 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 12:20 PM 

To: Menetski, Joseph (FNIH) [T] b6 > 

Ce: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] b6 Wholley, 


COLL0000015325 


David (FNIH) [T] b6 >; Colvis, Christine (NIH/NCATS) [E] < b6 > 
Subject: RE: Pandemic Preparedness proposal 


Hi Joe et al., 


This looks great -- nicely done, team! 


(6) G) 
(b) (5) 


One question — 


Thanks! 
Francis 


From: Menetski, Joseph (FNIH) [T] b6 B 

Sent: Friday, January 8, 2021 12:01 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Austin, Christopher (NIH/NCATS) [E] b6 ; Freire, Maria (FNIH) [T] b6 >; Wholley, 
David (FNIH) [T] b6 >; Colvis, Christine (NIH/NCATS) [E] < b6 

Subject: RE: Pandemic Preparedness proposal 


Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Austin, Christopher (NIH/NCATS) [E] b6 Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] < bé6 Menetski, Joseph (FNIH) [T] b6 ; Colvis, Christine (NIH/NCATS) 
[E]< b6 


Subject: Pandemic Preparedness proposal 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


COLL0000015325 


Best regards, 
Joe 


[O™~—C“‘*‘“‘*‘étadOSESSCSC“‘*S*“‘*S*~“‘~*~*~*~* 
Overall total 6) 

2021 

2022 

2023 

2024 

2025 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


ch Partnerships 
the National Institutes of Health 
b6 fnih.org, 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the PNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 


COLL0000015325 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 1/8/2021 10:33:51 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Pandemic Preparedness proposal 


Not mutually exclusive. 


From: "Freire, Maria (FNIH) [T]' b6 

Date: Friday, January 8, 2021 at 5:17 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 Francis Collins < b6 -gov> 
Subject: Re: Pandemic Preparedness proposal 


Or perhaps NIAID (Emily this time) protecting what they perceive to be their turf. 


From: "Tabak, Lawrence (NIH/OD) [E]" b6 > 
Date: Friday, January 8, 2021 at 4:38:53 PM 
To: "Collins, Francis (NIH/OD) [E]" b6 “Freire, Maria (FNIH) [T]'b 


Subject: Re: Pandemic Preparedness proposal 


| believe it is tension between NCATS and NIAID. 


From: Francis Collins < b6 

Date: Friday, January 8, 2021 at 4:37 PM 

To: "Freire, Maria (FNIH) [T]" < b6 

Cc: "Tabak, Lawrence (NIH/OD) [E]"< b6 
Subject: RE: Pandemic Preparedness proposal 


So the tension is between NIAID and NCATS? Hopefully not tension between NIAID and ACTIV? 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 4:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Pandemic Preparedness proposal 


Francis, heads-up since you are sending this to Tony. As | mentioned a few days ago, there was and still is stress with 
NIAID regarding roles and responsibilities here. Emily Erbelding believes this is NIAID’s responsibility, expressing those 
concerns strongly on the call today. Chris Austin had to clarify some issues. This is not FNIH’s issue, of course. M. 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Friday, January 8, 2021 3:15 PM 

To: Menetski, Joseph (FNIH) [T] < b6 

Ce: Austin, Christopher (NIH/NCATS) [E] v6 Freire, Maria (FNIH) [T] b6 ; Wholley, 


COLL0000015332 


David (FNIH) (T] b6 >; Colvis, Christine (NIH/NCATS) [E] b6 
Subject: RE: Pandemic Preparedness proposal 


Terrific, thanks, 
lam now sending this to Tony and Janet for a quick look. 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Friday, January 8, 2021 2:45 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 

Subject: RE: Pandemic Preparedness proposal 


Here is an updated excel file that shows the manufacture cost ramping up, but the total stays the same. | have also 
added a new version of the document, because the yearly numbers changed and that also needed to be updated for 
accuracy. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Friday, January 8, 2021 2:03 PM 


To: Collins, Francis (NIH/OD) [E] b6 
Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] b6 


Subject: RE: Pandemic Preparedness proposal 
Hi Francis, 


(b) (5) 
(b) (5) 
(b) (5) | will get that to you in a few minutes. 


Below are the NIH and BARDA representatives that were very active in the discussion yesterday. All of them have been 
sent the final version (including Gary Disbrow also) for their review and further discussion in their organizations. 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 

Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 
Austin, Christopher (NIH/NCATS) [E] 
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Best, Joe 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, January 8, 2021 12:20 PM 

To: Menetski, Joseph (FNIH) [T] b6 

Cc: Austin, Christopher (NIH/NCATS) [E] < v6 Freire, Maria (FNIH) [T] b6 >; Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 > 


Subject: RE: Pandemic Preparedness proposal 
Hi Joe et al., 


This looks great -- nicely done, team! 


One question — (b) (5) 
(b) (5) 
Thanks! 
Francis 
From: Menetski, Joseph (FNIH) [T] b6 
Sent: Friday, January 8, 2021 12:01 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Austin, Christopher (NIH/NCATS) [E] v6 >; Freire, Maria (FNIH) [T] b6 >; Wholley, 
David (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] < b6 


Subject: RE: Pandemic Preparedness proposal 

Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To: Collins, Francis (NIH/OD) [E] b6 

Cc: Austin, Christopher (NIH/NCATS) [E] b Freire, Maria (FNIH) [T] b6 : Wholley, 
David (FNIH) [T) b6 ; Menetski, Joseph (FNIH) [T] b6 >; Colvis, Christine (NIH/NCATS) 
(E] b6 


Subject: Pandemic Preparedness proposal 
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Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


Overall Cost 
Overall total ) G6) 
2021 
2022 
2023 
2024 
2025 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| fing yi) 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FOND 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 1/8/2021 11:38:22 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 

Subject: RE: Antiviral drug development proposal 


Dear Francis, 
Thank you for sending this and the response from Dr Fauci. | am glad to see that he feels the plan is good. 


Actually, Emily, Ann and Sarah were at the meeting for 2 hours on Thursday when we discussed the budget and they 
didn’t mention this at all. | will need to follow up with them to ask if they feel it is included in the current proposal to 
their satisfaction. | will make sure | get a response to you on this by tomorrow morning (10am). 


Best regards, 


Joe 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Friday, January 8, 2021 6:17 PM 

To; Menetski, Joseph (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < v6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: FW: Antiviral drug development proposal 


Hey there Joe, 
See response below from Tony Fauci. He likes the proposal, (b) (4) 

(b) (4) (sent to me on Tuesday, see attached) was folded in. To be honest, that 
table was so skeletal that | wasn’t sure what to do with it — and assumed that with Emily, Sarah, and Anne 
engaged in your proposal generation group, this NIAID extramural effort would be captured. Can you reassure 
me that this happened? |f not, there might need to be another budget tweak — it will be very important for 
Tony to be satisfied that his top priority was incorporated. 


Kessler now is asking to see a draft of the proposal tonight, and the final by noon tomorrow. I’m inclined to 
send him the text now, marked draft, and let him know we are still tinkering with the budget. 


Does that sound OK? 


Francis 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 
Sent: Friday, January 8, 2021 5:53 PM 
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To: Collins, Francis (NIH/OD) [E] b6 
Subject: FW: Antiviral drug development proposal 


Francis: 
| do not see any serious issues that | feel need to be fixed. It looks quite good as a matter of 
fact. The descriptions of the work that is required are general enough to give us considerable 


flexibility. In this regard, | want to point out how important | feel that (&) @) 
(b) (4) 
®)@) 2. Itis my top priority. 
Thanks, 
Tony 


Anthony S. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National institutes of Health 

Bethesda, MD 20892-2520 

Phone: b6 

FAX: (301) 496-4409 

E-mail: b6 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shail not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Friday, January 8, 2021 3:28 PM 
To: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: Antiviral drug development proposal 
Hi Tony, 


Here's the antiviral drug development proposal that Kessler asked for, which he would like to receive by 
tomorrow morning. | will include a link to the report of the November 6 NIH Summit on Antivirals that you 
have seen, and that laid out the scientific opportunities in a rather compelling way. For this proposal, we tried 
to make it clear that the immediate target would be coronaviruses, but over the five year period this could be 
extended to other pandemic pathogens as needs arise. A five-year budget spread sheet is also enclosed, 
adding to about $38, which is the number | was asked to aim for. 


Putting this together in just a few days was done by the impressive team you see below, coordinated by Joe 
Menetski of FNIH and the ACTIV team. | had a chance to make some edits last night, and I’m now pretty 
happy with how it looks — but please let me know if you see any serious issues that need to be fixed before 
submission. 
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Thanks, Francis 


Anderson, James (NIH/OD) 


Menetski, Joe (FNIH/ACTIV) 


Colvis, Christine (NIH/NCATS) 
Hall, Matthew (NIH/NCATS) 
Eakin, Ann (NIH/NIAID) 


Erbelding, Emily (NIH/NIAID) 
Read, Sarah (NIH/NIAID) 
Marks, Gilbert (OS/ASPR/BARDA) 


Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) 


Austin, Christopher (NIH/NCATS) 
Wholley, David (FNIH/ACTIV) 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 1/28/2021 4:30:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


My pleasure! On another note, did you see that Germany’s vaccine committee is recommending using the Oxford-AZ 
vaccine only for 18 to 64 year olds? They say there is “insufficient data to assess vaccine efficacy” for folks 65+. | guess 
this is in anticipation of EMA’s decision tomorrow about roll-out of this vaccine to the rest of Europe. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, January 28, 2021 11:26 AM 

To: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Anderson, James (NIH/OD) [E] < b6 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Thanks for that information, Maria! 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, January 28, 2021 10:55 AM 

To: Wholley, David (FNIH) [T] b6 >; Collins, Francis (NIH/OD) [E] b6 

Cc: Menetski, Joseph (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Anderson, James (NIH/OD) [E] b6 > 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 
Good for Felicia; not a bad suggestion at all! Thanks for sending it, David. 


Francis, Larry, Jim — Felicia is one of these NiHers who quietly do an outstanding job. She has interacted with the FNIH 
team since the outset, keeping an eye out on the OTA and enabling ACTIV not only from the contract/OTA perspective 
but also providing ideas and input. She speaks frequently with Joe and Kevin about project ideas or contractual issues, 
always to make things better. She is also the officer for RADx and has helped us connect with them when she thought it 
would make sense to do so. 


| thought you would like to know. Cheers, M. 


From: Wholley, David (FNIH) [T] v6 > 

Sent: Thursday, January 28, 2021 9:22 AM 

To: Collins, Francis (NIH/OD) [E] v6 

Cc: Freire, Maria (FNIH) [T] b6 Menetski, Joseph (FNIH) [T] b6 ; Tabak, Lawrence 


COLL0000015334 


(NIH/OD) [E] b6 
Subject: FW: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Hi Francis, not sure where things stand with the effort to nail down PROTECT, but in the event it does not work out 
please see the additional suggestion forwarded to Joe Menetski by Felicia Qasha. Felicia is actually the Contract Officer 
on our OTA agreement for ACTIV, but she also attends some of the meetings. Thanks, David 


From: Qashu, Felicia (NIH/OD) [E] b6 > 
Sent: Wednesday, January 27, 2021 4:15 PM 
To: Connelly, Sarah b6 >; Menetski, Joseph (FNIH) [T] b6 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 
A candidate name to consider for the emerging variant effort: 


ACTIV Data to Determine Variant Impact on COVID19 treatment and vaccine Efficacy 
ADDVICE 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 1/9/2021 2:18:07 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Ls Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: Update to Pandemic Preparedness Proposal 

Attachments: Pandemic Preparedness preclinical budget estimate total 2021 Final Draft Just totals.xlsx; Preclinical therapeutic 
development overview_ 19 2021a.docx 


Flag: Follow up 


Dear Francis, 


| have conferred with Emily E and the NIAID folks and we have made sure that the NIAID Target Therapeutics initiative, 
that Dr Fauci mentioned, is in the proposal. We did need to tweak the budget a bit, so | have attached the latest version 
of both the budget table and the narrative document for your review. As always, if you have any questions or concerns, 
don’t hesitate to email me back or call me on my cell ( b6 


| appreciate your guidance and patience as we got this worked out. 


Best always, 
Joe 


Joseph P, Menetski Ph.D. 
Associate Vi sident, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fi 2 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNEIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


FNIN BANDEMIC 


RESPONSE FUND 
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From: Roberts, Jacqueline (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=50C3ED243E2B4DF4BES4B8C2E446A7BA-ROBERTSIM] 
Sent: 1/28/2021 9:06:09 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wood, Gretchen (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad2 16e237e-amcmanus] 
cc: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Fine, Amanda (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=61290b74aa9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; NIH NMB (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=40217e93fe7a42ce830b6a172c2f2ac2-nihnmb: 
Subject: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 
Attachments: FNIH_ACTIV_01.28.21.doc 


Interview Request for Dr. Collins 
January 28, 2021 


Request: Topic - ACTIV 
Deadline: 45-minutes on Zoom by February 19, 2021. 30-minute interview with 10-15 minutes for tech check. 


Additional information: 

Dr. Maria C. Freire invited Dr. Collins to join her new podcast, Pull up a Chair with Dr. Freire: COVID 
Conversations. Dr. Freire would like to have a conversation about ACTIV, how that partnership came together, 
how protocols were developed, ete. 


The podcast has not launched yet, so they are unclear on anticipated downloads. The audience is broad/gencral 
public. They are trying to get complicated concepts into simple terms to be understood by the general public, 
especially as it relates to COVID therapeutics and vaccines. 

FNIH plans on posting the podcast on Apple, Spotify, FNIH website, and FNIH social media. 


Recommendation: 
We understand Dr. Collins has already a 


epted. OCPL can help with scheduling. 


Submitted by: 
Jackie Roberts, b6 
NIH OCPL 


Media contact information: 
Abbey Meltzer 


Vice President, FNIH 
b6 


Other important notes: 
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Accept: 
Decline: 
Need more information: 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/11/2021 2:20:23 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 


Flag: Follow Up 


| trust this means Joe should try to make tomorrow morning's call at 8AM? Joe | will send you the call-in information 


From: Collins, Francis (NIH/OD) [E] < b6é 

Sent: Sunday, January 10, 2021 7:18 PM 

To; Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [T] < v6 Austin, Christopher (NIH/NCATS) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) 
[E]< b6 Patterson, Amy (NIH/NHLBI) [E] < b6 Parker, Ashley (NIH/OD) [E] 
< b6 


Subject: FW: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 
See below and attached. We will definitely want to discuss this tomorrow at the War Room. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 10, 2021 7:17 PM 


To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 >; Johnson, Robert (OS/ASPR/BARDA) 

< b6 >; Erbelding, Emily (NIH/NIAID) [E] <: b6 >; Menetski, Joseph (FNIH) [T] 
b6 Wholley, David (FNIH) [T] b6 ; Mascola, John (NIH/VRC) [E] 

< b6 

Cc: Wood, Gretchen (NIH/OD) [E] b6 >; McManus, Ayanna (NIH/OD) [E] 

<A b6 Kadlec, Robert (OS/ASPR/IO) <Robert.Kadlec@hhs.gov>; Fauci, Anthony (NIH/NIAID) [E] 

< b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 
Dear colleagues, 


I’m writing to invite you to join an important problem-solving meeting in the next two days. This is in follow up after the 
discussion that Bob Kadlec convened on Saturday afternoon. We all agree that the emergence of variants for SARS-CoV- 
2, some of which may potentially reduce vaccine or therapeutic efficacy, represents a circumstance of considerable 
urgency. CDC has responded by a major upgrade in US viral genome surveillance. In addition, groups located in NIH, 
CDC, academic centers, and industry labs are moving quickly to test the functional effects of emerging variants — but 
there is no overarching collaborative plan to make the most of the skills and talents of all sectors, and make sure the 
resulting information is scientifically rigorous and immediately shared. 


The SCIRAM team, with six working groups, has been recently assembled as a USG effort to address some of these 


issues. Attached is a draft charter for SCIRAM, and a pdf from the presentation Dan Jernigan gave on Saturday. At the 
same time, and without knowledge of SCIRAM, the ACTIV public private partnership has worked over two months to 


COLL0000015364 


organize a five-component approach to determination of functional consequences of emerging variants. This involves 
both government agencies and industry. The ACTIV one-year proposal and the pdf from Saturday are attached. 


After hearing about these two programs, the group on Saturday expressed concerns about possible duplication of effort 
here. More positively, they wondered whether potential synergies had been identified. With about 50 people on that 
call, it was not possible to work out possible models at that time. We agreed that a smaller group would be needed for 
that purpose. Thatis all of you! 


The charge to the small group is to consider the current plans for SCIRAM and the ACTIV project, and identify the 
strengths and weaknesses of each. Areas of potential overlap should be identified; if such are found, which program is 


in the best position to pursue those? Is there a possibility of merging these two efforts in some way? 


Given the urgency, | would like the addressees of this e-mail to convene at noon on either Monday or Tuesday of this 
week. Please let Gretchen Wood (cc’d here) know which of those days would work for you. 


Many thanks, Francis 
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From: Wood, Gretchen (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=549F390B39D044A8B5D 1E0E1A8F76C1F-WOODGS] 


Sent: 1/11/2021 1:56:26 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 

Flag: Follow up 


Good morning, Francis, 


Just so lam clear, it is folks on the To and CC lines, or just the To? Tony is not available tomorrow, but others are. 


Thank you, 

Gretchen 

From: Francis Collins < b6 

Date: Sunday, January 10, 2021 at 7:17 PM 

To: "Jernigan, Daniel B. (CDC/DDID/NCIRD/ID)" < b6 "Johnson, Robert (OS/ASPR/BARDA)" 

< b6 “Erbelding, Emily (NIH/NIAID) [E]" < b6 "Menetski, Joseph 
(FNIH) [T]" < b6 David Wholley < b6 John Mascola 

< b6 

Cc: Gretchen Wood < be “McManus, Ayanna (NIH/OD) [E]"< b6 

Robert Kadlec < b6 Anthony Fauci < b6 "Tabak, Lawrence (NIH/OD) 
{E]"< b6 


Subject: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 
Dear colleagues, 


I’m writing to invite you to join an important problem-solving meeting in the next two days. This is in follow up after the 
discussion that Bob Kadlec convened on Saturday afternoon. We all agree that the emergence of variants for SARS-CoV- 
2, some of which may potentially reduce vaccine or therapeutic efficacy, represents a circumstance of considerable 
urgency. CDC has responded by a major upgrade in US viral genome surveillance. In addition, groups located in NIH, 
CDC, academic centers, and industry labs are moving quickly to test the functional effects of emerging variants — but 
there is no overarching collaborative plan to make the most of the skills and talents of all sectors, and make sure the 
resulting information is scientifically rigorous and immediately shared. 


The SCIRAM team, with six working groups, has been recently assembled as a USG effort to address some of these 
issues. Attached is a draft charter for SCIRAM, and a pdf from the presentation Dan Jernigan gave on Saturday. At the 
same time, and without knowledge of SC/RAM, the ACTIV public private partnership has worked over two months to 
organize a five-component approach to determination of functional consequences of emerging variants. This involves 
both government agencies and industry. The ACTIV one-year proposal and the pdf from Saturday are attached. 


After hearing about these two programs, the group on Saturday expressed concerns about possible duplication of effort 
here. More positively, they wondered whether potential synergies had been identified. With about 50 people on that 
call, it was not possible to work out possible models at that time. We agreed that a smaller group would be needed for 
that purpose. Thatis all of you! 


The charge to the small group is to consider the current plans for SCIRAM and the ACTIV project, and identify the 


strengths and weaknesses of each. Areas of potential overlap should be identified; if such are found, which program is 
in the best position to pursue those? Is there a possibility of merging these two efforts in some way? 


COLL0000015366 


Given the urgency, | would like the addressees of this e-mail to convene at noon on either Monday or Tuesday of this 
week. Please let Gretchen Wood (cc’d here) know which of those days would work for you. 


Many thanks, Francis 


COLL0000015366 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC]) 

Sent: 1/11/2021 3:12:44 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Accepted: SCIRAM and the ACTIV proposal on mutation analysis 
Location: https://nih.zoomgov. b6 
Start: 1/12/2021 5: 


End: 1/12/2021 6: 
Show Time As: Busy 


COLL0000015370 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC]) 

Sent: 1/11/2021 3:12:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 


Subject: Accepted: SCIRAM and the ACTIV proposal on mutation analysis 
Location: https://nih.zoomgov. b6 
Start: 1/12/2021 5: 


End: 1/12/2021 6: 
Show Time As: Busy 


COLL0000015371 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 

Sent: 1/11/2021 3:12:57 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Jernigan, Daniel B. 
(CDC/DDID/NCIRD/ID) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=504f61b222f148348e5f1a8c1fc6aa07-DBJO]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John]; Erbelding, Emily 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976eb{7b14142fbb3c5c294efb334fe-erbeldingej]; Menetski, Joseph (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Ge} Suhana, Tina (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=07e062bf05a14748ba3d9fbb3e4680S7-esuhana] 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 

Flag: Follow up 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] < be 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih.zoomgov.com/j/1600517 168? pwd=LzgrdFozTW50c1BZSzB6UmtISVpkdz09 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


b6 
Meeting ID: b6 
Passcode: b6 
One tap mobile 
b6 US (San Jose) 
US (New York) 
Dial by your location 
b6 JS (San Jose) 
JS (New York) 
JS 
JS (San Jose) 
Meeting ID: b6 
Passcode: b6 
Find your local number: https://nih.zoomgov.co: b6 


COLL0000015372 


Join by SIP 
b6 Bsip.zoomgov.com 


Join by H.323 
b6 (US West) 
(US East) 
Meeting ID: b6 
Passcode: b6 


COLLO000015372 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 1/11/2021 5:01:47 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f7 6c1f-woodgs]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=acO5f976df484ed69022b8663cd448d3-carverkr] 

Subject: Re: SCIRAM and the ACTIV proposal on mutation analysis 


Flag: Follow up 


Happy to join 


Cliff 

From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Monday, January 11, 2021 at 11:59 AM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 

Cc: "Wood, Gretchen (NIH/OD) [E]"< v6 gov> 


Subject: FW: SCIRAM and the ACTIV proposal on mutation analysis 
Hi Cliff, 


John is not available for the SCIRAM/ACTIV pow-wow. | would like an NIAID voice on the ACTIV project — 
would you be willing to join us? 


Thanks, Francis 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Monday, January 11, 2021 10:13 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Jernigan, Danie! B. (CDC/DDID/NCIRD/ID) < b6 
Johnson, Robert (OS/ASPR/BARDA) < b6 Erbelding, Emily (NIH/NIAID) [E] 

< b6 Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] 

q b6 

Cc: Suhana, Tina (NIH/VRC) [E] < b6 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow ~ as this conflicts with key OWS meeting. 


riginal Appointmen' 
From: Collins, Francis (NIH/OD) [E] < b6 > 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih. zoomgov.com/ b6 


COLL0000015373 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 
https://nih.zoomgov. b6 


Meeting ID: b6 
Passcode: b6 
One tap mobile 


US (San Jose) 
US (New York) 
Dial by your location 
b6 JS (San Jose) 
JS (New York) 
JS 
Js (San Jose) 
Meeting ID: v6 
Passcode: b6 
Find your local number: https://nih.zoomgoy. b6 
Join by SIP 
b6 
Join by H.323 
b6 (US West) 
(US East) 


Meeting ID: b6 
Passcode: b6 


COLL0000015373 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 


Sent: 1/11/2021 6:21:48 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 

Flag: Follow up 


Francis - | was able to get the other meeting moved — so will joint. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, January 11, 2021 11:58 AM 

To: Mascola, John (NIH/VRC) [E] < b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Darn, but understood. |’Il ask Cliff if he might be willing to join. 


FC 
From: Mascola, John (NIH/VRC) [E] < b6 
Sent: Monday, January 11, 2021 10:13 AM 
To: Collins, Francis (NIH/OD) [E] < v6 Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 
Johnson, Robert (OS/ASPR/BARDA) < b6 Erbelding, Emily (NIH/NIAID) [E] 

b6 »; Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] 
Ce: Suhana, Tina (NIH/VRC) [E] b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] bé 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih.zoomgov.com, b6 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 
https://nih.zoomgov.co b6 


Meeting ID: b6 
Passcode.  b6 


COLL0000015376 


One tap mobile 
b6 US (San Jose) 
US (New York) 


Dial by your location 
b6 US (San Jose) 
US (New York) 
US 
US (San Jose) 
Meeting ID: b6 
Passcode: b6 
Find your local number: https://nih.zoomgov. b6 


Join by SIP 
b6 


Join by H.323 
b6 (US West) 
(US East) 
Meeting ID: b6 
Passcode: b6 


COLL0000015376 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/11/2021 10:49:24 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Flag: Follow up 


Here’s the note from last week on Mikael’s absence from Thursday’s call. Please let me know what you want to do. 


From: b6 v6 
Sent: Friday, January 8, 2021 3:54 PM 
To: Melencio, Cheryl (FNIH) [T] < b6 


Subject: RE: ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Hi Cheryl, 


Unfortunately, he will not be able to attend as he must attend a key Pfizer IR meeting on that day. 


b6 


From: Melencio, Cheryl (FNIH) [T] b6 
Sent: Friday, January 8, 2021 3:28 PM 
To: b6 


Subject: [EXTERNAL] ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Happy New Year, Ann: 


| am looking at attendance for next week's call and see that Dr. Dolsten is listed as tentative. Will he be able to attend 


the ACTIV Leadership Call on Thursday? 


yl Melencio 


Admini: rch Part 


ative Manager, Res: 


erships 


Foundation for the National Institutes of Health 
b6 


COLL0000015377 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH's Pandemic Response Fund te combat COVID-19: 


h.org/pandemic 


FNM RANDEMIC 


RESPONSE FUND 


COLL0000015377 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 


Sent: 1/12/2021 12:41:42 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wood, Gretchen (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 
Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 
Attachments: Emerging Variant SITREP 8January2021 Final.pdf 


FYI. CDC does a weekly SITREP — here is the one from last Friday. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, January 11, 2021 1:46 PM 

To: Mascola, John (NIH/VRC) [E] < v6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Great, thanks John! 
Cliff, you are off the hook. 


Francis 


From: Mascola, John (NIH/VRC) [E] b6 

Sent: Monday, January 11, 2021 1:22 PM 

To: Collins, Francis (NIH/OD) [E] < 6 > 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Francis - | was able to get the other meeting moved — so will joint. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, January 11, 2021 11:58 AM 

To: Mascola, John (NIH/VRC) [E] b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Darn, but understood. I'll ask Cliff if he might be willing to join. 
FC 


From: Mascola, John (NIH/VRC) [E] b6 
Sent: Monday, January 11, 2021 10:13 AM 
To: Collins, Francis (NIH/OD) [E] b6 Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) 


COLL0000015386 


Johnson, fibers (OS/ASPR/BARDA) < b6 : Erbelding, Emily (NIH/NIAID) [E] 
>; Menetski, Joseph (FNIH) [T] b6 >; Wholley, David (FNIH) [T] 


Ce: Suhana, Tina (NIH/VRC) [E] b > 
Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but I can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


sooo Original Appointment----- 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih.zoomgov.corn/j, b6 : 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 


https://nih.zoomgov. b6 
Meeting ID: b6 


Passcode: b6 
One tap mobile 


b6 Us (San Jose) 
US (New York) 

Dial by your location 

US (San Jose) 

US (New York) 

US 

US (San Jose) 
Meeting ID: v6 
Passcode: b6 
Find your local number: https: b6 1 
Join by SIP 

b6 
Join by H.323, 
b6 (US West) 
(US East) 

Meeting ID: b6 


Passcode b6 


COLL0000015386 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 1/13/2021 2:51:57 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: ACTIV 


Hi Francis: Reply you can send based on feedback received from Peter Kim (big thanks to Cliff Lane for his help in getting 
this done!): 


Jon: 
| have heard back from the ACTIV teams, who in turn contacted their CROs, about what is going on with the IdEA 
centers. Here is our understanding of the current state of affairs: 


Eight total centers were contacted and indicated some initial interest, received briefings on the ACTIV protocols, and 
were subsequently put in contact with ACTIV trial teams, principally ACTIV-2, to discuss whether they'd like to activate 
the trial. Of these: 
1 site is currently active and recruiting 
© University of Puerto Rico — Jorge Santana 


() (4), (8) (5) 


Although it seems a majority of the centers have elected not to participate in some way, | think | personally can speak 
for the entire ACTIV team in thanking you sincerely for your efforts to bring these centers and their sites to our 
attention. If you find that follow-up on the part of ACTIV has been inadequate or want us to try working with the 
unresponsive sites further in any way, please let me know and |’ll pass on the message. 

Thanks, 

Francis 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 9:08 PM 

To: Lorsch, Jon (NIH/NIGMS) [E] < bé 
Ce: Wholley, David (FNIH) [T] < bé 
Subject: RE: ACTIV 


COLL0000015397 


Thanks, Jon. I’ll discuss with the ACTIV team and see if there is something more we can do to light a fire under 
the CROs. 


Francis 


From: Lorsch, Jon (NIH/NIGMS) [E] b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: ACTIV 


Francis, 


(b) (4), (®) (5) 


Thanks. 


Jon 


COLL0000015397 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/12/2021 11:14:10 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Le Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: Vaccination Song to Promote Vaccination 


Flag: Follow up 


Hi Francis - this came in through our FNIH ACTIV portal. Not sure who this guy is but believe he could give even you a 
run for your money! 


From: Carl Sanders < b6 
Sent: Thursday, December 17, 2020 9:47 PM 
To: COVID19 Reporting < bé6 activ_submission <activ b6 


Subject: Vaccination Song to Promote Vaccination 

Dear NIH COVID: 

Please find linked a song | wrote to promote Vaccination. This disease is out of control and vaccines are a key tool in the 
fight. Please share the video or improve as you see fit to get the message out. As an African- American, | am especially 
concerned because this disease has ravaged our community disproportionately, Help me to reach people and get them 


vaccinated. You may email me or call me at b6 as needed. Regards! 


Carl S. Dorsey 


https://photos.app.goo.gl/jT7RkcCF8RQT8p7n6 


COLL0000015403 


From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE8S6ACBSB964CA-BURKLOWJ] 


Sent: 7/7/2020 2:54:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 

Flag: Follow up 

Hi, Francis— 


’m not completely sure about “BlackRock presents NIH,” but the rest of the copy below is accurate. This is the 
invitation they plan to issue once the video is ready to go out. 


John 


From: 
Sent: None 
Subject: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 


BlackRock 


BlackRock presents the National Institutes of Health: 
Combatting COVID-19 Through Public- 
Private Partnership 


BlackRock is pleased to collaborate with the National Institutes of Health (NIH) and the 
Foundation for the National Institutes of Health (FNIH) to bring you a lively discussion on the 
NIH’s initiatives to combat COVID-19. 


The rapid spread and global impact of the pandemic have created an urgent need for 
unprecedented collaboration and coordination across the global community. Learn how the NIH 
is speeding the development of treatments through the public-private partnership, ACTIV: 
Accelerating COVID-19 Therapeutic Interventions and Vaccines. The mission of ACTIV is 
to establish a collaborative framework for identifying the most promising COVID-19 vaccines 
and therapeutics by designing master protocols and facilitating the end-to-end trial processes. 


Click here to view 
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Francis S. Collins, M.D., Ph.D. Freda C. Lewis-Hall, Ph.D. Matis &- Expiie, BUD: 
Director, National Institutes of Health Former Chief Medical Officer Bromident and Pysctaye 
and Executive Vice President, Pfizer Inc, Director, Foundation for the National 
Institutes of Health 


S. Collins, M.D., Ph.D. was appointed the 16® Director of the National Institutes of Health (NIH) 
nt Barack Obama and confirmed by the Senate. He was sworn in on August 17, 2009. On June 6, 
2017, President Donald Trump announced his selection of Dr. Collins to continue to serve as the NIH 
Director. In this role, Dr. Collins oversees the work of the largest supporter of biomedical research in the 
world, spanning the spectrum from basic to clinical research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership 
of the international Human Genome Project, which culminated in April 2003 with the completion of a 
finished sequence of the human DNA instruction book. He served as director of the National Human Genome 
Research Institute at NIH from 1993-2008. 

Before coming to NIH, Dr. Collins was a Howard Hughes Medical Institute investigator at the University of 
Michigan. He is an elected member of the National Academy of Medicine and the National Academy of 
Sciences, was awarded the Presidential Medal of Freedom in November 2007, and received the National 
Medal of Science in 2009. In 2020, he was elected as a Foreign Member of the Royal Society (UK) and was 
also named the 50th winner of the Templeton Prize, which celebrates scientific and spiritual curiosity. 


Dr, Freda Lewis-Hall, M.D., DEAPA, MEPM, was Pfizer, Inc.’s Chief Medical Officer and Executive 
Vice President until the end of 2018 and Chief Patient Officer and Executive Vice President during 2019, 
Over the course of her distinguished career, she has been on the frontlines of health care as a clinician, 
educator, researcher and leader in the biopharmaceuticals and life sciences industries. Prior to Pfizer, Dr. 
Lewis-Hall held senior leadership positions of Chief Medical Officer and Executive Vice President, 
Medicines Development at Vertex Pharmaceuticals; Senior Vice President, US Pharmaceuticals at Bristol 
Myers Squibb; Vice President, Research and Development, Product Development at Pharmacia Corporation; 
and Product Team Leader and Director at Eli Lilly and Company. She serves on the Board of Fellows of 
The Harvard Medical School, the Board of Advisors of the Dell Medical School and the Board of Governors 
for the Patient-Centered Outcomes Research Institute. She also serves on the corporate boards of Milliken 
and Company, a global diversified industrial manufacturer; 1Life Healthcare, Inc., a health services 
company; Exact Sciences, Inc., a molecular diagnostics company; and SpringWorks Therapeutics, a 
biopharmaceutical company. 


Maria C. Freire, Ph.D. is the President and Executive Director of the Foundation for the National Institutes 
of Health (FNIH). Prior to FNIH, from 2008 to 2012, she was President of the Albert and Mary Lasker 
Foundation, where she established programmatic initiatives that expanded the brand and reach of the 
foundation. From 2001 to 2008, she served as President and Chief Executive Officer of the Global Alliance 
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for TB Drug Development (TB Alliance), and prior to that, she directed the Office of Technology Transfer 
at the NIH. Dr. Freire is widely recognized as an expert in technology commercialization and has a wide 
range of experience in the public and private biomedical sectors. She is the Chair of the Business Advisory 
Board of the Institute for Research in Biomedicine in Barcelona, Spain; a Director of Alexandria Real Estate 
Equities, Inc.; is on the Board of Directors for Exelixis, Inc.; has served as a member of the Commission on 
a Global Health Risk Framework for the Future of the National Academy of Medicine and the Executive 
Committee of the United Nations’ Sustainable Development Selutions Network; and was a member of the 
UN etary General’s High-Level Panel on Access to Medicines. She is a member of the National 
Academy of Medicine and the Council on Foreign Relations. 


About the National Institutes of Health (NIH): NIH, the nation's medical research agency, includes 27 
Institutes and Centers and is a component of the U.S. Department of Health and Human Services. NIH is the 
primary federal agency conducting and supporting basic, clinical, and translational medical research, and is 
investigating the causes, treatments, and cures for both common and rare diseases. For more information 
about NIH and its programs, visit www-nil 


About the Foundation for the National Institutes of Health: The Foundation for the National Institutes 
of Health creates and manages alliances with public and private institutions in support of the mission of the 
NIH, the world’s premier medical research agency. The Foundation, also known as the FNIH, works with 
its partners to accelerate biomedical research and strategies against diseases and health concerns in the 


United States and across the globe. The FNIH organizes and administers research projects; supports 
education and trainii 


z of new researchers; organizes educational events and symposia; and administers a 
orting a wide range of health issues. Established by Congr in 1990, the FNTH isa not 
for-profit 501 (c)(3) charitable organization, For additional information about the FNIH, please visit finih.org. 


series of funds sup; 


BlackRock.com/Institutions 


Any data collected will be processed according to BlackRock's privacy policy, which can be found 
here. 


If you no longer want to receive information from BlackRock, please click here 
BlackRock, Inc. 
40 East 52nd Street 


New York, NY 10022 


This material is for distribution to Professional Clients (as defined by the Financial Conduct 
Authority or MiFID Rules) and Qualified Investors only and should not be relied upon by any other 
persons. 


Issued by BlackRock Investment Management (UK) Limited, authorised and regulated by the 
Financial Conduct Authority. Registered office: 12 Throgmorton Avenue, London, EC2N 2DL. Tel: 
+ 44 (0)20 7743 3000. Registered in England and Wales No. 2020394. For your protection 
telephone calls are usually recorded. BlackRock is a trading name of BlackRock Investment 
Management (UK) Limited. Please refer to the Financia! Conduct Authority website for a list of 
authorised activities conducted by BlackRock. 


In the event where the United Kingdom leaves the European Union without entering into an 
arrangement with the European Union which permits firms in the United Kingdom to offer and 
provide financial services into the European Union (“No Deal Brexit Event’), the issuer of this 
material is: 
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- BlackRock Investment Management (UK) Limited for all outside of the European Economic Area; 
and 

- BlackRock (Netherlands) B.V. for in the European Economic Area, 

however, prior to a No Deal Brexit Event and where a No Deal Brexit Event does not occur, 
BlackRock Investment Management (UK) Limited will be the issuer. 


BlackRock (Netherlands) B.V.: Amstelplein 1, 1096 HA, Amsterdam, Tel: a el 5200, Trade 
Register No. 17068311. For more information, please see the website: 

your protection, telephone calls are usually recorded. BlackRock is a fading name of BlackRock 
(Netherlands) B.V. 


For Investors in the UK: In the UK this document is directed only at persons who are 
professional clients or eligible counterparties for the purposes of the Financial Conduct Authority's 
Conduct of Business Sourcebook. The opportunity to invest in the Fund is only available to such 
persons in the UK and this document must not be relied or acted upon by any other persons in the 
UK. 


For qualified investors in Switzerland: This document is marketing material. This document 
shall be exclusively made available to, and directed at, qualified investors as defined in the Swiss 
Collective Investment Schemes Act of 23 June 2006, as amended. 


For Professional Clients in Dubai (DIFC): This information can be distributed in and from the 
Dubai International Financial Centre (DIFC) by BlackRock Advisors (UK) Limited - Dubai Branch 
which is regulated by the Dubai Financial Services Authority (‘DFSA’) and is only directed at 
‘Professional Clients’ and no other person should rely upon the information contained within it. 
Neither the DFSA or any other authority or regulator located in the GCC or MENA region has 
approved this information. This information and associated materials have been provided to you at 
your express request, and for your exclusive use. This documentis not intended for distribution to, 
or use by, any person or entity in any jurisdiction or country where such distribution would be 
unlawful under the securities laws of such. Any distribution, by whatever means, of this document 
and related material to persons other than those referred to above is strictly prohibited. 


For investors in Israel: BlackRock Investment Management (Uk) Limited is not licenced under 
lsrael's Regulation of Investment Advice, Investment Marketing and Portfolio Management Law, 
5755-1995 (the “Advice Law’), nor does it carry insurance thereunder. 


Qatar: The shares are only being offered to a limited number of investors who are willing and able 
to conduct an independent investigation of the risks involved in an investment in such shares. This 
promotional documentation does not constitute an offer to the public and is for the use only of the 
named addressee and should not be given or shown to any other person (other than employees, 
agents or consultants in connection with the addressee’s consideration thereof). The fund has not 
been and will not be registered with the Qatar Central Bank or under any laws of the State of 
Qatar. No transaction will be concluded in your jurisdiction and any inquiries regarding the shares 
should be made to BlackRock Investment Management (Uk) Limited at the address above. 


UAE: This document, and the information contained herein, does not constitute, and is not 
intended to constitute, a public offer of securities in the United Arab Emirates and accordingly 
should not be construed as such. The Units are only being offered to a limited number of exempt 
investors in the UAE who fall under one of the following categories of non-natural Qualified 
Investors: (1) an investor which is able to manage its investments on its own, namely: (a) the 
federal government, local governments, government entities and authorities or companies wholly- 
owned by any such entities; (b) international entities and organisations: or (c) a person licensed to 
carry out a commercial activity in the UAE, provided that investment is one of the objects of such 
person; or (2) an investor who is represented by an investment manager licensed by the SCA, 
(each a “non-natural Qualified Investor”). 


The Units have not been approved by or licensed or registered with the UAE Central Bank, the 
Securities and Commodities Authority, the Dubai Financial Services Authority, the Financial 
Services Regulatory Authority or any other relevant licensing authorities or governmental agencies 
in the UAE (the “Authorities”). The Authorities assume no liability for any investment that the 
named addressee makes as a non-natural Qualified Investor. The [document] is for the use of the 


named addressee only and should not be given or shown to any other person (other than 
employees, agents or consultants in connection with the addressee's consideration thereof). 


Saudi Arabia: BlackRock Investment Management (UK) Limited is an entity registered and 
operating under the laws of England and Wales. 

This document constitutes a Securities Business Advertisement under the Securities Business 
Regulations issued by the Board of the Capital Market Authority of the Kingdom of Saudi Arabia 
(the CMA), as amended (the "Securities Business Regulations"), and is only intended for those 
outlined under the Securities Business Regulations, or any other successor regulation, namely: (A) 
Exempt Persons; (B) CMA Authorised Persons; and (C) ‘investment institutions’ (as defined under 
the Saudi CMA rules). As such, this document relates to a financial product which is not subject to 
any form of regulation or approval by the CMA or a CMA Authorised Person. 


This document is not an offer of units of a foreign fund under the Investment Fund Regulations, or 
an offer of a security under the Rules on the Offer of Securities and Continuing Obligations, issued 
by the CMA, or any other successor regulation. 


The CMA has no responsibility for reviewing or verifying any this document or any other materials 
in connection with this financial product. Accordingly, the CMA has not approved this document or 
any other associated documents nor taken any steps to verify the information set out in this 
document, and has no responsibility for it. 


The financial product to which this document relates may be illiquid and/or subject to restrictions 
on its resale. Prospective purchasers should conduct their own due diligence on the financial 
product. If you do not understand the contents of this document you should consult an authorised 
financial adviser. 


This information is provided at your request for due diligence and information purposes only and is 
for Institutional Investors only within Asia Pacific (or professional/sophisticated /qualified investors, 
as such term may apply in local jurisdictions). This document or any information contained or 
incorporated by reference herein relating to the Fund is provided to you on a strictly confidential 
basis and does not constitute investment advice or an offer or solicitation to purchase or sell in any 
securities, BlackRock funds or any investment strategy nor shall any securities be offered or sold 
to any person in any jurisdiction in which an offer, solicitation, purchase or sale would be unlawful 
under the securities laws of such jurisdiction. Investment involves risk, including possible loss of 
principal. Before making an investment decision, investors should read the relevant offering 
documents carefully including the investment objective and risk factors relating to the fund 


In Singapore, this document is provided by BlackRock (Singapore) Limited (company registration 
number:200010143N) for use only with institutional investors as defined in Section 4A of the 
Securities and Futures Act, Chapter 289 of Singapore. This advertisement or publication has not 
been reviewed by the Monetary Authority of Singapore. 


In Hong Kong, this material is issued by BlackRock Asset Management North Asia Limited and 
has not been reviewed by the Securities and Futures Commission of Hong Kong. This material is 
for distribution to "Professional Investors” (as defined in the Securities and Futures Ordinance 
(Cap.571 of the laws of Hong Kong) and any rules made under that ordinance.) and should not be 
relied upon by any other persons or redistributed to retail clients in Hong Kong. 


In South Korea, this information is issued by BlackRock Investment (Korea) Limited. This material 
is for distribution to the Qualified Professional Investors (as defined in the Financial Investment 
Services and Capital Market Act and its sub-regulations) and for information or educational 
purposes only and does not constitute investment advice or an offer or solicitation to purchase or 
sells in any securities or any investment strategies. 


In Taiwan, independently operated by BlackRock Investment Management (Taiwan) Limited. 
Address: 28F., No. 100, Songren Rd., Xinyi Dist., Taipei City 110, Taiwan. Tel: (02)23261600. 

In China, this material may not be distributed to individuals resident in the People's Republic of 
China ("PRC", for such purposes, excluding Hong Kong, Macau and Taiwan) or entities registered 
in the PRC unless such parties have received all the required PRC government approvals to 
participate in any investment or receive any investment advisory or investment management 
services. 


In Australia and New Zealand, issued by BlackRock Investment Management (Australia) Limited 
ABN 13 006 165 975 AFSL 230 523 (BIMAL) for the exclusive use of the recipient who warrants 
by receipt of this material that they are a wholesale client and nota retail client as those terms are 
defined under the Australian Corporations Act 2001 (Cth) and the New Zealand Financial Advisers 
Act 2008 respectively. BIMAL is the issuer of financial products and acts as an investment 
manager in Australia. BIMAL does not offer financial products to persons in New Zealand who are 
retail investors (as that term is defined in the Financial Markets Conduct Act 2013 (FMCA)). This 
material does not constitute or relate to such an offer. To the extent that this material does 
constitute or relate to such an offer of financial products, the offer is only made to, and capable of 
acceptance by, persons in New Zealand who are wholesale investors (as that term is defined in 
the FMCA). This material has not been prepared specifically for Australian or New Zealand 
investors and may contain references to dollar amounts which are not Australian or New Zealand 
dollars and financial information which are not prepared in accordance with Australian or New 
Zealand law or practices. 


For Southeast Asia: This document is issued by BlackRock and is intended for the exclusive use 
of any recipient who warrants, by receipt of this material, that such recipient is an institutional 
investors or professional/sophisticated/qualified/accredited/expert investor as such term may apply 
under the relevant legislations in Southeast Asia (for such purposes, includes only the Philippines, 
and Brunei). BlackRock does not hold any regulatory licenses or registrations in Southeast Asia 
countries listed above, and is therefore not licensed to conduct any regulated business activity 
under the relevant laws and regulations as they apply to any entity intending to carry on business 
in Southeast Asia, nor does BlackRock purport to carry on, any regulated activity in any country in 
Southeast Asia. BlackRock funds, and/or services shall not be offered or sold to any person in any 
jurisdiction in which such an offer, solicitation, purchase, or sale would be deemed unlawful under 
the securities laws or any other relevant laws of such jurisdiction(s). 


This material is provided to the recipient on a strictly confidential basis and is intended for 
informational or educational purposes only. Nothing in this document, directly or indirectly, 
represents to you that BlackRock will provide, or is providing BlackRock products or services to 
the recipient, or is making available, inviting, or offering for subscription or purchase, or invitation 


to subscribe for or purchase, or sale, of any BlackRock fund, or interests therein. This material 
neither constitutes an offer to enter into an investment agreement with the recipient of this 
document, nor is it an invitation to respond to it by making an offer to enter into an investment 
agreement. 


The distribution of the information contained herein may be restricted by law and any person who 
accesses it is required to comply with any such restrictions. By reading this information you 
confirm that you are aware of the laws in your own jurisdiction regarding the provision and sale of 
funds and related financial services or products, and you warrant and represent that you will not 
pass on or utilize the information contained herein in a manner that could constitute a breach of 
such laws by BlackRock, its affiliates or any other person. 


Latin America: In Latin America, for Institutional Investors and Financial Intermediaries Only (Not 
for public distribution). This material is for educational purposes only and does not constitute an 
offer or solicitation to sell or a solicitation of an offer to buy any shares of any fund (nor shall any 
such shares be offered or sold to any person) in any jurisdiction in which an offer, solicitation, 
purchase or sale would be unlawful under the securities law of that jurisdiction. It is possible that 
some or all of the funds mentioned in this document have not been registered with the securities 
regulator of Argentina, Brazil, Chile, Colombia, Mexico, Panama, Peru, Uruguay or any other 
securities regulator in any Latin American country and thus might not be publicly offered within any 
such country. The securities regulators of such countries have not confirmed the accuracy of any 
information contained herein. No information discussed herein can be provided to the general 
public in Latin America 


Chile: In Chile, the offer of each security not registered with the Comision para el Mercado. 
Financiero (“CMF”) is subject to General Rule No. 336 issued by the SVS (now the CMF). The 
subject matter of this offer may include securities not registered with the CMF; therefore, such 
securities are not subject to the supervision of the CMF. Since the securities are not registered in 
Chile, there is no obligation of the issuer to make publicly available information about the 


securities in Chile. The securities shall not be subject to public offering in Chile unless registered 
with the relevant registry of the CMF. 


Colombia: In Colombia, the offer of each Fund is addressed to less than one hundred specifically 
identified investors, and such Fund may not be promoted or marketed in Colombia or to 
Colombian residents unless such promotion and marketing is made in compliance with Decree 
2555 of 2010 and other applicable rules and regulations related to the promotion of foreign 
financial and/or securities related products or services in Colombia. 


Peru: In Peru, this material is for the sole use of Institutional Investors, as such term is defined by 
the Superintendencia de Banca, Seguros y AFP. 


Argentina: In Argentina, only for use with Qualified Investors under the definition as set by the 
Comisién Nacional de Valores (CNV). 


Mexico: For institutional investors, financial intermediaries and sophisticated investors only. Not 
for public distribution. Investing involves risk, including possible loss of principal. This material is 
provided for educational and informational purposes only and does not constitute an offer or 
solicitation to sell or a solicitation of an offer to buy any shares of any fund or security. It is your 
responsibility to inform yourself of, and to observe, all applicable laws and regulations of Mexico. If 
any funds are mentioned or inferred in this material, such funds have not been registered with the 
securities regulators of Mexico and thus, may not be publicly offered in Mexico. The Mexican 
National Banking and Securities Commission (Comisién Nacional Bancaria y de Valores) has not 
confirmed the accuracy of any information contained herein. This material represents an 
assessment at a specific time and its information should not be relied upon by the reader as 
research or investment advice regarding the funds or any security in particular. Reliance upon 
information in this material is at your sole discretion. The provision of investment management and 
investment advisory services is a regulated activity in Mexico and thus is subject to strict rules. For 
more information on the Investment Advisory Services or Management Services offered by 
Biacsiook Mexico please refer to the Investment Services Guide available at 

:. BlackRock México is not authorized to receive deposits, carry out 
intermediation activities, or pat as a broker. 


For the U.S. and Canada: This material is provided for informational purposes only and does not 
constitute an offer to sell nor a solicitation to invest in any jurisdiction in which such solicitation is 
unlawful or to any person to whom it is unlawful. Moreover, it neither constitutes an offer to enter 
into an investment agreement with the recipient of this document nor an invitation to respond to it 
by making an offer to enter into an investment agreement. No recipient is permitted to use this 
information in any way that would violate U.S. securities laws, rules or regulations. 


Any reference herein to any security and/or a particular issuer shall not constitute a 
recommendation to buy or sell, offer to buy, offer to sell, or a solicitation of an offer to buy or sell 
any such securities issued by such issuer. Historical performance information depicted herein is 
not indicative of future performance or investment returns, and actual events or conditions may not 
be consistent with, and may differ materially from, those depicted. 


This material contains “forward-looking” information that is not purely historical in nature. Such 
information may include, among other things, projections, forecasts, and proposed or expected 
portfolio composition. No representation is made that the projections or forecasts presented will be 
achieved, or that every assumption made in calculating or presenting either the forward-looking 
information or the historical information herein has been considered or stated in preparing this 
material. Any changes to assumptions that may have been made in preparing this material could 
have a material impact on the results presented herein by way of example. 


This material is not intended to be relied upon as a forecast, research or investment advice, and is 
not a recommendation, offer or solicitation to buy or sell any securities or to adopt any investment 
strategy. The opinions expressed are as of the date of this presentation and may change as 
subsequent conditions vary. The information and opinions contained in this material are derived 
from proprietary and nonproprietary sources deemed by BlackRock to be reliable, are not 
necessarily all-inclusive and are not guaranteed as to accuracy. Reliance upon information in this 
material is at the sole discretion of the reader. 
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This document contains general information only and is not intended to represent general or 
specific investment advice. The information does not take into account your financial 
circumstances. An assessment should be made as to whether the information is appropriate for 
you having regard to your objectives, financial situation and needs. 


Any research in this document has been procured and may have been acted on by BlackRock for 
its own purpose. The results of such research are being made available only incidentally. The 
views expressed do not constitute investment or any other advice and are subject to change. They 
do not necessarily reflect the views of any company in the BlackRock Group or any part thereof 
and no assurances are made as to their accuracy. 


This document is for information purposes only and does not constitute an offer or invitation to 
anyone to invest in any BlackRock funds and has not been prepared in connection with any such 
offer. 


THIS MATERIAL IS HIGHLY CONFIDENTIAL AND IS NOT TO BE REPRODUCED OR 
DISTRIBUTED TO PERSONS OTHER THAN THE RECIPIENT. 


Issued in the United States by BlackRock Investments, LLC, a member of FINRA. 


In Canada, for Permitted Clients Only 


© 2020 BlackRock, Inc. All Rights reserved. BLACKROCK, BLACKROCK SOLUTIONS, 
ISHARES, BUILD ON BLACKROCK and SO WHAT DO | DO WITH MY MONEY are registered 
and unregistered trademarks of BlackRock, Inc. or its subsidiaries in the United States and 
elsewhere. All other trademarks are those of their respective owners. 


Jenn Tran 
Analyst | BlackRock Private Equity Partners 


Phone: 


b6 | Mobile: b6 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE8S6ACBSB964CA-BURKLOWJ] 


Sent: 7/7/2020 4:53:53 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 

Flag: Follow up 

OK, thanks! 

John 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, July 7, 2020 12:52 PM 

To: Burklow, John (NIH/OD) [E] b6 


Subject: RE: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private 
Partnership 


Ok with me 


From: Burklow, John (NIH/OD) [E] oS 

Sent: Tuesday, July 7, 2020 10:54 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Subject: FW: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private 
Partnership 


Hi, Francis— 


I’m not completely sure about “BlackRock presents NIH,” but the rest of the copy below is accurate. This is the 
invitation they plan to issue once the video is ready to go out. 


John 


From: 
Sent: None 
Subject: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 


BlackRock 
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BlackRock presents the National Institutes of Health: 
Combatting COVID-19 Through Public- 
Private Partnership 


BlackRock is pleased to collaborate with the National Institutes of Health (NIH) and the 
Foundation for the National Institutes of Health (FNIH) to bring you a lively discussion on the 
NIH’s initiatives to combat COVID-19. 


The rapid spread and global impact of the pandemic have created an urgent need for 
unprecedented collaboration and coordination across the global community. Learn how the NIH 
is speeding the development of treatments through the public-private partnership, ACTIV: 
Accelerating COVID-19 Therapeutic Interventions and Vaccines. The mission of ACTIV is 
to establish a collaborative framework for identifying the most promising COVID-19 vaccines 
and therapeutics by designing master protocols and facilitating the end-to-end trial processes. 


Click here to view 


Francis §. Collins, M.D., Ph.D. Freda C. Lewis-Hall, Ph.D. Maria C. Freire, Ph.D. 
Director, National Institutes of Health Former Chief Medical Officer President and Executive 
and Executive Vice President, Pfizer Ine. Director, Foundation for the National 
Institutes of Health 


: 


a 


Francis S. Collins, M.D., Ph.D. was appointed the 16" Director of the National Institutes of Health (NIH) 
by President Barack Obama and confirmed by the Senate. He was sworn in on August 17, 2009. On June 6, 
2017, President Donald Trump announced his ion of Dr. Collins to continue to serve as the NI 
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Director. In this role, Dr. Collins oversees the work of the largest supporter of biomedical research in the 
world, spanning the spectrum from basic to clinical research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership 
of the international Human Genome Project, which culminated in April 2003 with the completion of a 
finished sequence of the human DNA instruction book. He served as director of the National Human Genome 
Research Institute at NIH from 1993-2008. 

Before coming to NIH, Dr. Collins was a Howard Hughes Medical Institute investigator at the University of 
Michigan. He is an elected member of the National Academy of Medicine and the National Academy of 
Sciences, was awarded the Presidential Medal of Freedom in November 2007, and received the National 
Medal of Science in 2009. In 2020, he was elected as a Foreign Member of the Royal Society (UK) and was 
also named the 50th winner of the Templeton Prize, which celebrates scientific and spiritual curiosity. 


Dr. Freda Lewis-Hall, M.D., DFAPA, MEPM, was Pfizer, Inc.’s Chief Medical Officer and Executive 
Vice President until the end of 2018 and Chief Patient Officer and Executive Vice President during 2019. 
Over the course of her distinguished career, she has been on the frontlines of health care as a clinician, 
educator, researcher and leader in the biopharmaceuticals and life sciences industries. Prior to Pfizer, Dr. 
Lewis-Hall held senior leadership positions of Chief Medical Officer and Executive Vice President, 
Medicines Development at Vertex Pharmaceuticals; Senior Vice President, US Pharmaceuticals at Bristol 
Myers Squibb; Vice President, Research and Development, Product Development at Pharmacia Corporation; 
and Product Team Leader and Director at Eli Lilly and Company. She serves on the Board of Fellows of 
The Harvard Medical School, the Board of Advisors of the Dell Medical School and the Board of Governors 
for the Patient-Centered Outcomes Research Institute. She also serves on the corporate boards of Milliken 
and Company, a global diversified industrial manufacturer; 1Life Healthcare, Inc., a health services 
company; Exact Sciences, Inc., a molecular diagnostics company; and SpringWorks Therapeutics, a 
biopharmaceutical company. 


Maria C, Freire, Ph.D, is the President and Executive Director of the Foundation for the National Institutes 
of Health (FNIH). Prior to FNTH, from 2008 to 2012, she was President of the Albert and Mary Lasker 
Foundation, where she established programmatic initiatives that expanded the brand and reach of the 
foundation. From 2001 to 2008, she served as President and Chief Executive Officer of the Global Alliance 
for TB Drug Development (TB Alliance), and prior to that, she directed the Office of Technology Transfer 
at the NIH. Dr. Freire is widely recognized as an expert in technology commercialization and has a wide 
range of experience in the public and private biomedical sectors. She is the Chair of the Business Advisory 
Board of the Institute for Research in Biomedicine in Barcelona, Spain; a Director of Alexandria Real Estate 
Equities, Inc.; is on the Board of Directors for Exelixis, Inc.; has served as a member of the Commission on 
a Global Health Risk Framework for the Future of the National Academy of Medicine and the Executive 
Committee of the United Nations’ Sustainable Development Solutions Network; and was a member of the 
UN Secretary General’s High-Level Panel on Access to Medicines. She is a member of the National 
Academy of Medicine and the Council on Foreign Relations. 


About the National Institutes of Health (NIH): NIH, the nation's medical research agency, includes 27 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 7/7/2020 6:08:04 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: FW: resources to support outreach to underserved communities for COVID-19 clinical trials 

FYI 

From: Santos, Michael (FNIH) [T] < b6 

Sent: Tuesday, July 7, 2020 11:46 AM 

To: Pao, William < b6 

Cc: Wholley, David (FNIH) [T] < b6 Frings, Stefan < b6 


Subject: RE: resources to support outreach to underserved communities for COVID-19 clinical trials 
Dear William, 
Thanks much for sharing this recommendation with us. We will pass it along to the COVID-19 Prevention Network. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Pao, William < b6 

Sent: Tuesday, July 7, 2020 11:29 AM 

To: Santos, Michael (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Frings, Stefan < b6 


Subject: resources to support outreach to underserved communities for COVID-19 clinical trials 


Dear Michael, 

Vm responding to the ACTIV meeting request from last week. 

We'd recommend you talk to the person below from Roche who has experience from our trials. 
Best, 

William 


Mr. Benjamin Kramer 
Vice President Immunology and Ophthalmology 
US Medical Affe 


b6 
b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 7/8/2020 2:10:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ee: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Sepulveda, Dorina (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=675 efcc8cf7b4f6986d 1eb3c3ed 1fd96-sepulvedade] 

Subject: ACTIV Committee Plans after July 31 

Attachments: ACTIV Committee Plans after July 31.docx 


For our meeting at 2:45 PM today. 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 
Sent: 7/8/2020 3:58:00 PM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cc: Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


Flag: Follow up 


Thanks David 

We are creating a subgroup of members of the Preclinical, Therapeutics and Vaccine WGs to advise on the 
urgency for conducting studies proposing to use NHPs. Requests come from different sources and are in 
different formats (NIH grant applicant vs one pager vs one liner) so the group was asked to develop an 
application template to help them compare the urgency, utility and priority for each request. This 
guidance will be given by NIH to the NPRCs. 


The two NPRC directors on the Preclinical WG were relieved that they will be given guidance, They are 
acutely aware of the impact of COVID studies on other areas of science and the need to make wise 
decisions about NHPs and containment facilities. 


I am working with the OAR Director and her budget folks on how to pay back for rebreeding animals 
intended for AIDS studies. 
Jim 


ween ‘Original Message----- 
From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, July 8, 2020 9:56 AM 


To: Anderson, James (NIH/OD) [E] < b6 
Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 
< b6 Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: OWS TX assay working group (UNCLASSIFIED) 
See below. 
Original Message- 
Eakin, Ann (NEH/NEATD) (e] < b6 
Sent: Wednesday, July 8, 2020 9:41 AM 


To; Martins, Karen (OS/ASPR/BARDA) < b6 Whollev. David (FNIH) [T] < b6 
Cc: Kilgore, Nicole R CIV USARMY (USA) < 
Subject: Re: OWS TX assay working group (UNCLASSIFIED) 


Thanks Karen and David. Clint is in DMIO and I work closely with him so I definitely appreciate how 
tightly the NHP use is being controlled. This far the focus has been on supporting OWS-Vx studies, as 
far as I understand. I have ‘penciled-in’ a couple requests for potential studies to support OWS-Tx 
needs in the future. However, I don’t think we have any specific needs on the radar. Animal 
availability is the primary reason that we have focused on hamsters as the preferred model for any nab 
hamster studies we would likely support for OWS. I am eager to see any of the existing data for lead mAb 
products that compare results in NHPs and rodents to feel more comfortable with that decision, but for 
the short-term, I think that will be the only pragmatic option. 


Thanks for the heads-up! 


Ann 


On 7/8/20, 8:49 AM, "Martins, Karen (OS/ASPR/BARDA)" < b6 wrote: 
Hi David, 


Are you in communication with the OwS preclinical group? Clint Florence is co-lead with Alison Totura 
from BARDA so I imagine you are, but just wanted to confirm! Nicole and Ann, I don’t know if you are 
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coordinating your preclinical studies through them or with them but let me know if you need more 
information 

Thanks! 

Karen 


sent from my iPhone 
On Jul 8, 2020, at 6:34 AM, Wholley, David (FNIH) [T] < b6 wrote: 


Ann, Nicole: 

In speaking about this with NIH leadership this morning, Jim Anderson (who runs ORIP and who has 
been working with the ACTIV Preclinical Working group on the strategy for allocating scarce NHP resources 
to support critical COVID-19 research) I was asked if we knew yet how many rhesus macaques (or any other 
primates) would be needed for the in vivo testing. These are indeed being rationed, and Jim said he 
cannes enpnesize enough how important it is for this group to estimate their needs as soon as possible. 
Thanks, Davi 


> 
> 
> 
> 


v 


> rriginal Message----~ 
> Kilgore, Nicole R CIV USARMY (USA) < b6 
> Wednesday, July 8, 2020 7:52 AM 
> To: Grossman. Jennifer (NIH/NIAID) [Cc] < b6 Pickett, Thames (NIH/NIAID) [E] 
<I b6 Bergmann-Leitner. Elke S CIV USARMY MEDCOM (USA) b6 
b6 >: ‘Chaudhury, Azraa’ < b6 Erlandson, Kar! (OS/ASPR/BARDA) 
b6 Eakin, Ann (NIH/NIAID) LEI < b6 Martins, Karen (OS/ASPR/BARDA) 
< b6 Jenkins, Amy L CIV (USA) < b6 Adam, Stacey (FNIH) [T] 
< b6 ; Wholley, David (FNIH) [T] < v6 ; Menetski. Joseph (FNIH) [T] 
b6 Ward, Lucy A CIV USARMY DOD JPEOCBD (USA) v6 
Cc: ‘Breslauer, Arianna’ < b6 


Subject: OWS TX assay working group (UNCLASSIFIED) 


> 
> 
> 
> CLASSIFICATION: UNCLASSIFIED 
> 
>All, 

> 


v 


Thanks for the productive discussion yesterday. Please see below for the minutes from Assay WG 
meeting - feel free to add as needed 
> 


> Action items 


>* Ann/Nicole to set up follow-up time with USAMRTID and IRF to collect further detail on 
their animal model capabilities 
> Ann/Nicole to share output from meetings with USAMRIID and IRF offline, for team to discuss 


and anion on preferred facility 
Ann/Lucy to continue discussion offline on running neut assays in animal models and some of 
the aperational elements needed to support testing 
Ann to prepare wording for NIH task order to include options for running live virus 
fauteanteneton assay to include the estimate of the number of samples to be tested 
> 


> 
> Notes 


) 6) 


Thanks, 
Nicole 


Nicole Kilgore, MS, PMP 

Deputy Joint Project Manager 

JPM CBRN Medical 

er Freedman Dr, Fort Detrick, MD 21702 
Ph- b6 

cell- bé 

Fax- 301-619-/230 

email - b6 


vVVVVVVV¥VV¥VVVV VY 


CLASSIFICATION: UNCLASSIFIED 


COLL0000015481 


COLL000001548° 


From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 


Sent: 7/8/2020 5:22:36 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-cane]; Tabak, Lawrence (NIH/OD) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Collins, Francis (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Santos, Michael (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695 2f65f80-santosmr]; Menetski, Joseph (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Tountas, Karen (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46fSb750753cd5a14f93-tountaskh]; Freire, Maria (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]) 

Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


Flag: Follow up 


I think we are looking for one person from each of the Therapeutics and Vaccine WGs who are able to 
evaluate the relevance of each NHP study to inform human studies. We are also interested in the urgency 
for doing each study. 


Joe - Are any members of the Preclinical WG also members of the other WGs? 
How long? We have a batch of requests to consider and then can hold meetings at Brognessively. Jonvet 
i 


intervals and reassess in 6 months. This is not a short term project. We may need to bring this process 
inside NIH for a few years. These are mostly terminal studies and Rhesus take 3-4 years to breed. 


Jim 


-Original Message- 
m: Wholley, David (FNIH) [T] < 
Sent: Wednesday, July 8, 2020 1:02 PM 


To: Anderson, James (NIH/OD) [E] < ‘b6 
Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
b6 ; Collins, Francis (NIH/OD) [E] < b6 ; Santos, Michael (FNIH) [T] 
b6 >; Menetski, Joseph (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 
< b6 James, Stephanie (FNIH) [T] < b6 Tountas, Karen (FNIH) [T] 
< b6 Freire, Maria (FNIH) [T] < b6 


Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


RU Jim. Copying my folks. How many people from the ACTIV WGs will be needed and for how long 
please? 


Original Message- 
m: Anderson, James (NIH/OD) [E] < b6 
Sent: Wednesday, July 8, 2020 11:58 AM 
To: Wholley, David (FNIH) [T] < b6 
Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [£] 
b6 Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


Thanks David 


COLL0000015483 


We are creating a subgroup of members of the Preclinical, Therapeutics and Vaccine WGs to advise on the 
urgency for conducting studies proposing to use NHPs. Requests come from different sources and are in 
different formats (NIH grant applicant vs one pager vs one liner) so the group was asked to develop an 
application template to help them compare the urgency, utility and priority for each request. This 
guidance will be given by NIH to the NPRCs. 


The two NPRC directors on the Preclinical WG were relieved that they will be given guidance. They are 
acutely aware of the impact of COVID studies on other areas of science and the need to make wise 
decisions about NHPs and containment facilities. 


I am working with the OAR Director and her budget folks on how to pay back for rebreeding animals 
intended for AIDS studies. 
Jim 


-----Original Message----- 
From: wholley, David (FNIH) [T] b6 
Sent: Wednesday, July 8, 2020 9:56 AM 


To: Anderson, James (NIH/OD) [E] < v6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/0D) [E] 

< b6 Collins, Francis (NIH/OD) [EJ] < b6 

Subject: FW: OWS TX assay working group (UNCLASSIFIED) 

see below. 

-----original Message----- 

From: Eakin, Ann CNIH/NTAID) [E] b6 

Sent: wednesday, July 8, 2020 9:41 AM 

To: Martins, Karen (OS/ASPR/BARDA) < b6 Wholley. David (FNIH) [T] < b6 
Ce; Kilgore, Nicole R CIV USARMY (USA) b6 


Subject: Re: OWS TX assay working group (UNCLASSIFIED) 


Thanks Karen and David. Clint is in DMID and I work closely with him so I definitely appreciate how 
tightly the NHP use is being controlled. This far the focus has been on supporting OWS-Vx studies, as 
far as IT understand. TI have "penciled-in’ a couple requests for potential studies to support OWS -Tx 
needs in the future. However, I don’t think we have any specific needs on the radar. Animal 
availability is the primary reason that we have focused on hamsters as the preferred model for any mAb 
hamster studies we would likely support for OWS. I am eager to see any of the existing data for lead mAb 
products that compare results in NHPs and rodents to feel more comfortable with that decision, but for 
the short-term, I think that will be the only pragmatic option. 


Thanks for the heads-up! 


Ann 


On 7/8/20, 8:49 AM, "Martins, Karen (OS/ASPR/BARDA)" b6 wrote: 


Hi David, 

Are you in communication with the OWS preclinical group? Clint Florence jis co-lead with Alison Totura 
from BARDA so I imagine you are, but just wanted to confirm! Nicole and Ann, I don’t know if you are 
coordinating your preclinical studies through them or with them but let me know if you need more 
information 

Thanks! 

Karen 


sent from my iPhone 
On jul 8, 2020, at 6:34 AM, Wholley, David (FNIH) [T] < b6 wrote 


> 

> 

> Ann, Nicole: 

> In speaking about this with NIH leadership this morning, Jim Anderson (who runs ORIP and who has 
been working with the ACTIV Preclinical Working group on the strategy for allocating scarce NHP resources 
to support critical COVID-19 research) I was asked if we knew yet how many rhesus macaques (or any other 
primates) would be needed for the in vivo testing. These are indeed being rationed, and Jim said he 
Cannot emphasize enough how important it is for this group to estimate their needs as soon as possible. 
Thanks, David 

> 


> mawee Original Message----- 
> From: Kilgore, Nicole R CIV USARMY (USA) < b6 
> Sent: Wednesday, July 8, 2020 7:52 AM 
> To: Grossman. Jennifer (NIH/NIATD) [Cc] b6 Pickett. Thames (NIH/NIATD) [E] 
<i b6 Bergmann-Leitner. Elke S CIV USARMY MEDCOM (USA) b6 
“Chaudhury, Azraa‘ b6 Erlandson, Kar! (OS/ASPR/BARDA) 
< b6 Eakin, Ann (NIH/NIAID) LE] b6 >; Martins, Karen (0S/ASPR/BARDA) 
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<j b6 Jenkins, Amy L CIV (USA) < b6 Adam, Stacey (FNIH) [T] 
b6 Wholley, David (FNIH) [T] < b6 Menetski. Joseph (FNIH) [T] 
b6 Ward, Lucy A CIV USARMY DOD JPEOCBD (USA) < b6 
> Cc: ‘Breslauer, Arianna’ < b6 
> Subject: OWS TX assay working group (UNCLASSIFIED) 
> 
> CLASSIFICATION: UNCLASSIFIED 
> 
> All, 
> 
> Thanks for the productive discussion yesterday. Please see below for the minutes from Assay WG 
meeting - feel free to add as needed 
> 
> Action items 


AK 


>* Ann/Nicole to set up follow-up time with USAMRIID and IRF to collect further detail on 
their animal model capabilities 
= Ann/Nicole to share output from meetings with USAMRIID and IRF offline, for team to discuss 


and aren on preferred facility 
Ann/Lucy to continue discussion offline on running neut assays in animal models and some of 
the aperational elements needed to support testing 
Ann to prepare wording for NIH task order to include options for running live virus 
paueraTigatton assay to include the estimate of the number of samples to be tested 
> 


> 
> Notes 


(b) GS) 


Thanks, 
Nicole 


Nicole Kilgore, MS, PMP 

Deputy Joint Project Manager 

3PM CBRN Medical 

1564 Freedman Dr, Fort Detrick, MD 21702 
Ph- Us 

cell- 

Fax- 301- eis. 7230 

email - 


VVVVV VV VV VV VV VN 


CLASSIFICATION: UNCLASSIFIED 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA2 1573B23-ANDERSONJM] 


Sent: 7/8/2020 5:48:00 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Santos, Michael (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695 2f65f80-santosmr]; Menetski, Joseph (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46fSb750753cd5a14f93-tountaskh]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]) 


Subject: RE: OWS TX assay working group (UNCLASSIFIED) 
Flag: Follow up 
David, 


Can we plan for one meeting each month through Cy20 and reassess? Starting in the last week of July seems 
workable for ACTIV's timeline. 


I suspect we will see a wave of investigator-initiated proposals from the Ics after the Sept Councils. 


Jim 


-Original Message- 


m: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, July 8, 2020 1:33 PM 
To: Anderson, James (NIH/OD) [E] < b6 
Ce: Lane. Cliff (NIH/NIAID) [E] < b6 Tabak. Lawrence (NIH/oD) [E] 

be Collins, Francis (NIH/OD) 1E1 < b6 Santos, Michael (FNIH) [T] 

< bo Menetski, Joseph (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 
< b6 James, Stephanie (FNIH) [T] < b6 Tountas, Karen (FNIH) [T] 
< b6 Freire, Maria (FNIH) [T] < b6 
Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


So, one meeting now, and another in 6 months, and then we'll see? Or? Just frying to get a sense of the 
duration and load. Joe can definitely work with Stacey and Mike to come up with the list. 


Original Message- 
m: Anderson, James (NIH/OD) [E] b6 > 

Sent: Wednesday, July 8, 2020 1:23 PM 

To: wholley, David (FNIH) [T] < 


Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 

<lawrence. b6 Collins, Francis (NIH/OD) IE1 < b6 Santos, Michael (FNIH) [T] 
< b6 Menetski, Joseph (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 James, Stephanie (FNIH) [T] < b6 Tountas, Karen (FNIH) [T] 

< b6 Freire, Maria (FNIH) [T] <mtreireGtnih.org> 


Subject: RE: OWS TX assay working group (UNCLASSIFIED) 

I think we are looking for one person from each of the Therapeutics and Vaccine WGs who are able to 
evaluate the relevance of each NHP study to inform human studies. We are also interested in the urgency 
for doing each study. 


Joe - Are any members of the Preclinical WG also members of the other wGs? 
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How long? We have a batch of requests to consider and then can hold meetings at progressively longer 
intervals and reassess in 6 months. This is not a short term project. We may need to bring this process 
inside NIH for a few years. These are mostly terminal studies and Rhesus take 3-4 years to breed. 


Jim 

aon ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, July 8, 2020 1:02 PM 

To: Anderson, James (NIH/OD) [E] < b6 

Cc: Lane. Cliff (NIH/NIAID) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 

< b6 Collins, Francis (NIH/OD) IE] < b6 Santos, Michael (FNIH) [T] 
< v6 Menetski, Joseph (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 James, Stephanie (FNIH) [T] < b6 Tountas, Karen (FNIH) [T] 

< b6 Freire, Maria (FNIH) [T] < 


Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


hanks, Jim. Copying my folks. How many people from the ACTIV WGs will be needed and for how long 
please? 


Sais: Original Message----- 
From: Anderson, James (NIH/OD) [E] < b6 
Sent: Wednesday, July 8, 2020 11:58 AM 


To: Wholley, David (FNIH) [T] < 
Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: OWS TX assay working group (UNCLASSIFIED) 


Thanks David 

We are creating a subgroup of members of the Preclinical, Therapeutics and Vaccine WGs to advise on the 
urgency for conducting studies proposing to use NHPs. Requests come from different sources and are in 
different formats (NIH grant applicant vs one pager vs one liner) so the group was asked to develop an 
application template to help them compare the urgency, utility and priority for each request. This 
guidance will be given by NIH to the NPRCs. 


The two NPRC directors on the Preclinical WG were relieved that they will be given guidance. They are 
acutely aware of the impact of COVID studies on other areas of science and the need to make wise 
decisions about NHPs and containment facilities. 


I am working with the OAR Director and her budget folks on how to pay back for rebreeding animals 
intended for AIDS studies. 


Jim 

snicke, ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, July 8, 2020 9:56 AM 

To: Anderson, James (NIH/OD) [E] < b6 

ce Lane, Cliff (NIH/NIAID) [E] < b6 Tabak. Lawrence (NIH/0D) [E] 
b6 Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: OWS TX assay working group (UNCLASSTFTED) 


See below. 

aoeen ‘Original Message----- 

From: Eakin, Ann (NIH/NIAID) [E] < b6 

Sent: Wednesday, July 8, 2020 9:41 AM 

To: Martins, Karen (OS/ASPR/BARDA) < b6 whollev. David (FNIH) [T] < b6 
Ce: Kilgore, Nicole R CIV USARMY (USA) < b6 


Subject: Re: OWS TX assay working group (UNCLASSIFIED) 


Thanks Karen and David. Clint is in DMID and I work closely with him so I definitely appreciate how 
tightly the NHP use is being controlled. This far the focus has been on supporting OWS-Vx studies, as 
far as I understand. I have 'penciled-in' a couple requests for potential studies to support OWS-Tx 
needs in the future. However, I don’t think we have any specific needs on the radar. Animal 
availability is the primary reason that we have focused on hamsters as the preferred model for any nab 
hamster studies we would likely support for OWS. I am eager to see any of the existing data for lead mAb 
products that compare results in NHPs and rodents to feel more comfortable with that decision, but for 
the short-term, I think that will be the only pragmatic option. 


Thanks for the heads-up! 


Ann 
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On 7/8/20, 8:49 AM, "Martins, Karen (OS/ASPR/BARDA)” < b6 wrote: 


Hi David, 

Are you in communication with the OWS preclinical group? Clint Florence is co-lead with Alison Totura 
from BARDA so I imagine you are, but just wanted to confirm! Nicole and Ann, I don’t know if you are 
coordinating your preclinical studies through them or with them but let me know if you need more 
information 

Thanks! 

Karen 


Sent from my iPhone 


> On Jul 8, 2020, at 6:34 AM, Wholley, David (FNIH) [T] < b6 wrote: 

> 

> Ann, Nicole: 

> In speaking about this with NIH leadership this morning, Jim Anderson (who runs ORIP and who has 


been working with the ACTIV Preclinical Working group on the strategy for allocating scarce NHP resources 
to support critical COVID-19 research) I was asked if we knew yet how many rhesus macaques (or any other 
primates) would be needed for the in vivo testing. These are indeed being rationed, and Jim said he 
cannot emphasize enough how important it is for this group to estimate their needs as soon as possible. 
Thanks, David 

> 


> sree Original Message----~ 

> From: Kilgore, Nicole R CIV USARMY (USA) < b6 

> Sent: Wednesday, July 8, 2020 7:52 AM 

> To: Grossman, Jennifer (NIH/NIAID) [Cc] < b6 Pickett, Thames (NIH/NIAID) [E] 
<i b6 Bergmann-Leitner. Elke S CIV USARMY MEDCOM (USA) b6 

“Chaudhury, Azraa’ < b6 Erlandson, Kar! (OS/ASPR/BARDA) 
< b6 Eakin, Ann (NIH/NIAID) [EJ < b6 Martins, Karen (OS/ASPR/BARDA) 
< b6 Jenkins, Amy L CIV (USA) < b6 Adam, Stacey (FNIH) [T] 
< b6 Wholley, David (FNIH) [T] < b6 Menetski. Joseph (FNIH) [T] 
< b6 Ward, Lucy A CIV USARMY DOD JPEOCBD (USA) < b6 
Cc: ‘Breslauer, Arianna’ < b6 


Subject: OWS TX assay working group (UNCLASSIFIED) 


> 
> 
> 
> CLASSIFICATION: UNCLASSIFIED 
> 
> All, 
> 

> Thanks for the productive discussion yesterday. Please see below for the minutes from Assay WG 
neeting - feel free to add as needed 


> Action items 
* Ann/Nicole to set up follow-up time with USAMRIID and IRF to collect further detail on 
their aninal model capabilities 
> Ann/Nicole to share output from meetings with USAMRIID and IRF offline, for team to discuss 
and ation on preferred facility 
Ann/Lucy to continue discussion offline on running neut assays in animal models and some of 
the operational elements needed to support testing 
Ann to prepare wording for NIH task order to include options for running live virus 
fiaitcra ization assay to include the estimate of the number of samples to be tested 


> Notes 


(6) (5) 


Thanks, 
Nicole 


Deputy Joint Project Manager 
3PM CBRN Medical 


> 

> 

> 

> Nicole Kilgore, MS, PMP 

> 

> 

> 1564 Freedman Dr, Fort Detrick, MD 21702 


COLL0000015485 


vvVVVVVV¥ 


Ph- b6 

cell- 

Fax-_ 301-619-/230 
email - 


CLASSIFICATION: UNCLASSIFIED 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 7/9/2020 6:03:11 PM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 7830478 1f-austinc]; Collins, Francis (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 


Subject: RE: Follow up 
Flag: Follow up 
Dear All, 


Based on the list of BSL-3 facilities that we have collected so far (46 total), there are 13 that already run the SARS CoV2 
Cytopathic effect assay with live virus, 8 that can run High Throughput screens and 3 that can do both. The names of 
those facilities are: 


@ United States Army Medical Research Institute of Infectious Diseases (USAMRIID) 
 —Ragon Institute of MGH, MIT and Harvard 
e Southern Research — Birmingham 


The first two are under NIAID IDIQ contract. Currently, this is the level of detail that we have on these facilities. 


Best regards, 


Joe 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Thursday, July 9, 2020 1:28 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 
Hi Francis, 


| think at this point it would be unlikely to help COVID-19, and we told them that on the call — our conversation was 
about the need for immediate and complete data release that so far only we are doing, and the general case of having 
such capacity immediately available for the inevitable future pandemics. As you point out, there have been multiple 
screens on live virus by multiple groups for SARS-CoV2, including the Calipr group, and positives published. 


The possible exceptions to this are (a) if the virus mutates to a sufficient degree that drug sensitivities may have 
changed, or (b) combination testing, which so far has not been done comprehensively. By coincidence, just yesterday a 
proposal (enclosed) was presented by Christine Colvis to the ACTIV Preclinical WG to do combination screening at NCATS 
of our approved drug library against the four front-line candidate therapeutics remdesivir, EIDD-2801, camostat, and 
nafamostat, to look for positive or negative additivity/synergy. Compounds would be plated at NCATS using our acoustic 
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technologies, and shipped to SRI for CPE assay testing in their BSL3 facility. Janet Woodcock suggested on our call with 
her 2 weeks ago that she might be willing to support such a screen with OWS funds. 


The ACTIV Preclinical WG has done mapping of all BSL3 facilities, and Joe can give you that information. 


Chris 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, July 8, 2020 9:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] b6 >; Menetski, Joseph (FNIH) [T] < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: FW: Follow up 
Hi Chris and Joe, 


See thread below. This very well intentioned group of AIDS activists, who know Tony Fauci really well, are 
convinced that a screen of all approved drugs against SARS-CoV-2 (in a BSL-3 lab) would turn up something 
that could be repurposed and would yield a major advance in treatments for COVID-19. Their screening guy 
James Krellenstein has previously spoken with Chris. 


Two questions: 1) Given all of the other screens that have been done by now, is it likely that a screen of this 
sort, done in a BSL-3 lab, would actually yield a major advance? 2) If the answer is possibly yes, what would be 
the best path forward to get it done? | understand from Paul Stoffels that such a lab exists in the Netherlands 
—| have written him to ask about that. But are their other options? 


Francis 
From: b6 < b6 
Sent: Wednesday, July 8, 2020 11:36 AM 
To: ‘James Krellenstein' < b6 Collins, Francis (NIH/OD) [E] < b6 ‘Joseph 
Osmundson’ < b6 ‘Matthew Rose’ < b6 ‘covid_diagnostics' 
b6 ‘Mitchell Warren’ < b6 
Ce: Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] 
< b6 Conrad, Patricia (NIH/NIAID) [E] < b6 ‘Christian Urrutia’ 
< b6 ‘David Barr’ < b6 Awwad, David (NIH/NIAID) [C] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 


Hi Francis — | know you’re swamped, but we’re hoping your available for another call on this. 


Peter 

From: James Krellenstein < b6 

Sent: Tuesday, June 30, 2020 7:45 PM 

To: Collins, Francis (NIH/OD) [E] v6 Joseph Osmundson < b6 Matthew Rose 
< b6 covid_diagnostics < v6 Mitchell Warren 
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< b6 


Ce: b6 Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna 
(NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < v6 Fauci, Anthony 
(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 Christian Urrutia 
< b6 David Barr < b6 Awwad, David (NIH/NIAID) [C] 

4 b6 Austin, Christopher (NIH/NCATS) [E] < v6 


Subject: Re: Follow up 
Hi, Tony and Francis: 


Thanks again for connecting us with the NCATS folks. We spoke with Chris and his team on Friday, and had an extremely 
productive conversation. 


Based on what we learned from the NCATS team, we think it is pretty urgent that we schedule another call with you all 
to discuss what was conveyed to us. 


To be blunt, we were dumbfounded that NCATS ability to perform high throughput screening using wild type SARS-CoV2 
is hindered by NCATS inability to access a BSL3 facility, including those under direct NIH control. Instead, NCATS is forced 
to use contract research organizations and outside academic labs to do this screening, which prevents NCATS scientists 

from directly engaging in assay optimization and other processes necessary for well designed high throughput screening. 


Given the urgency of the COVID-19 crisis -- and identifying potential small molecule inhibitors of SARS-CoV2 replication -- 
we do not understand how this was allowed to happen (and still has not been resolved). 


Thanks again. Looking forward to speaking soon. 
Sincerely, 
James 


On behalf of the Diagnostics and Treatments Committee, COVID-19 Working Group / New York City. 


James B. Krellenstein 
he—him —his 
109 S Sth St, 
Brooklyn, NY 11249 
b6 (mobile) 
b6 


On Wed, Jun 10, 2020 at 6:52 PM Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi James and the PrEP4ALL group, 


Here’s a quick follow up about high throughput screening for small molecules that might have activity against SARS- 
CoV-2. Chris Austin and his NCATS team are making significant efforts to screen all compounds that have been in 
humans against a number of SARS-CoV-2 assays, many of which are viral entry assays (and other early events). See 
https://opendata.ncats.nih.gov/covid19/assays . Many of the assays are in development or are currently running, but 
Chris Austin has a timeline for when all of these individual assay results should be available on the Open Science Portal. 
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I’m ccing Chris on this message so you can follow up with him. 


Best, Francis 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 7/9/2020 6:12:07 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396b94-afauci]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Follow up 


Clarification if needed: the “SRI” in my note is the “Southern Research” in Joe’s. Chris 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Thursday, July 9, 2020 2:03 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Colvis, Christine (NIH/NCATS) [E] < 6 
Wholley, David (FNIH) [T] < b6 


Subject: RE: Follow up 
Dear All, 
Based on the list of BSL-3 facilities that we have collected so far (46 total), there are 13 that already run the SARS CoV2 
Cytopathic effect assay with live virus, 8 that can run High Throughput screens and 3 that can do both. The names of 
those facilities are: 

@ United States Army Medical Research Institute of Infectious Diseases (USAMRIID) 

@ —Ragon Institute of MGH, MIT and Harvard 

¢ Southern Research — Birmingham 


The first two are under NIAID IDIQ contract. Currently, this is the level of detail that we have on these facilities. 


Best regards, 


Joe 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Thursday, July 9, 2020 1:28 PM 

To: Collins, Francis (NIH/OD) [E] b6 Menetski, Joseph (FNIH) [T] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 
Hi Francis, 


I think at this point it would be unlikely to help COVID-19, and we told them that on the call — our conversation was 
about the need for immediate and complete data release that so far only we are doing, and the general case of having 


COLL0000015496 


such capacity immediately available for the inevitable future pandemics. As you point out, there have been multiple 
screens on live virus by multiple groups for SARS-CoV2, including the Calipr group, and positives published. 


The possible exceptions to this are (a) if the virus mutates to a sufficient degree that drug sensitivities may have 
changed, or (b) combination testing, which so far has not been done comprehensively. By coincidence, just yesterday a 
proposal (enclosed) was presented by Christine Colvis to the ACTIV Preclinical WG to do combination screening at NCATS 
of our approved drug library against the four front-line candidate therapeutics remdesivir, EIDD-2801, camostat, and 
nafamostat, to look for positive or negative additivity/synergy. Compounds would be plated at NCATS using our acoustic 
technologies, and shipped to SRI for CPE assay testing in their BSL3 facility. Janet Woodcock suggested on our call with 
her 2 weeks ago that she might be willing to support such a screen with OWS funds. 


The ACTIV Preclinical WG has done mapping of all BSL3 facilities, and Joe can give you that information. 


Chris 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, July 8, 2020 9:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] b6 


Subject: FW: Follow up 
Hi Chris and Joe, 


See thread below. This very well intentioned group of AIDS activists, who know Tony Fauci really well, are 
convinced that a screen of all approved drugs against SARS-CoV-2 (in a BSL-3 lab) would turn up something 
that could be repurposed and would yield a major advance in treatments for COVID-19. Their screening guy 
James Krellenstein has previously spoken with Chris. 


Two questions: 1) Given all of the other screens that have been done by now, is it likely that a screen of this 
sort, done in a BSL-3 lab, would actually yield a major advance? 2) If the answer is possibly yes, what would be 
the best path forward to get it done? | understand from Paul Stoffels that such a lab exists in the Netherlands 
—| have written him to ask about that. But are their other options? 


Francis 
From: b6 < v6 
Sent: Wednesday, July 8, 2020 11:36 AM 
To: James Krellenstein' < b6 Collins, Francis (NIH/OD) [E] < v6 ‘Joseph 
Osmundson' < b6 ‘Matthew Rose! < b6 ‘covid_diagnostics' 
b6 ‘Mitchell Warren’ < b6 
Ce: Barasch, Kimberly (NIH/NIAID) [C] < be McManus, Ayanna (NIH/OD) [E] 
4 b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] 
< b6 Conrad, Patricia (NIH/NIAID) [E] < b6 ‘Christian Urrutia’ 
< b6 ‘David Barr’ < b6 Awwad, David (NIH/NIAID) [C] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 
Hi Francis — | know you’re swamped, but we’re hoping your available for another call on this. 


Peter 
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From: James Krellenstein b6 
Sent: Tuesday, June 30, 2020 7:45 PM 


To: Collins, Francis (NIH/OD) [E] b6 Joseph Osmundson < b6 Matthew Rose 

Fe v6 covid_diagnostics b6 Mitchell Warren 

< b6 

Ce: b6 Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna 
(NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony 
(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 Christian Urrutia 
< b6 David Barr < b6 Awwad, David (NIH/NIAID) [C] 

< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: Re: Follow up 
Hi, Tony and Francis: 


Thanks again for connecting us with the NCATS folks. We spoke with Chris and his team on Friday, and had an extremely 
productive conversation. 


Based on what we learned from the NCATS team, we think it is pretty urgent that we schedule another call with you all 
to discuss what was conveyed to us. 


To be blunt, we were dumbfounded that NCATS ability to perform high throughput screening using wild type SARS-CoV2 
is hindered by NCATS inability to access a BSL3 facility, including those under direct NIH control. Instead, NCATS is forced 
to use contract research organizations and outside academic labs to do this screening, which prevents NCATS scientists 


from directly engaging in assay optimization and other processes necessary for well designed high throughput screening. 


Given the urgency of the COVID-19 crisis -- and identifying potential small molecule inhibitors of SARS-CoV2 replication -- 
we do not understand how this was allowed to happen (and still has not been resolved). 


Thanks again. Looking forward to speaking soon. 

Sincerely, 

James 

On behalf of the Diagnostics and Treatments Committee, COVID-19 Working Group / New York City. 
James B. Krellenstein 

he— him —his 

109 S Sth St, 

Brooklyn, NY 11249 


b6 (mobile) 
b6 


On Wed, Jun 10, 2020 at 6:52 PM Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi James and the PrEP4ALL group, 
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Here’s a quick follow up about high throughput screening for small molecules that might have activity against SARS- 
CoV-2. Chris Austin and his NCATS team are making significant efforts to screen all compounds that have been in 
humans against a number of SARS-CoV-2 assays, many of which are viral entry assays (and other early events). See 
https://opendata.ncats.nih.gov/covid19/assays . Many of the assays are in development or are currently running, but 
Chris Austin has a timeline for when all of these individual assay results should be available on the Open Science Portal. 


I'm ccing Chris on this message so you can follow up with him. 


Best, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/10/2020 12:54:34 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 


Yes, let’s discuss in the morning. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, July 9, 2020 6:51 PM 

To; Wholley, David (FNIH) [T] < b6 

Subject: RE: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 


Huh? Curious to know what the WG had to say. Looks like the COV/D R&D Consortium is trying to become a 
clone of ACTIV — seeking government involvement (especially BARDA money). How is this not duplicative? 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Thursday, July 9, 2020 6:40 PM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 


| was not on this part of the call but these are the slides Keith Gottesdiener shared with the ACTIV Therapeutics-Clinical 
Working Group on their call this afternoon. 
Hmmm. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 7/5/2020 6:18:18 PM 
To: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396594-afauci]; Tabak, Lawrence (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wolinetz, Carrie (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7004d7bc11a403ecb-wolinetzcd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Mascola, John (NIH/VRC) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Corey MD, Larry 
b6 ]; Wholley, David (FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Lowy, Douglas (NIH/NCI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Nelson Michael 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7¢3323ab6a02468689fa2c5 1a87c43cc-NelsonMicha]; Perez-Stable, Eliseo 
(INIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d06f5c7aad094f6685d9f1d260d46441-perezstable]; Valantine, Hannah 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a8b8263c5cc0442aaa0875846bd020e0-valantineh]; Clayton, Janine (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2453b3c2f90b40d1baabc775da03bSad-claytonja]; Wilson, Dave (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7525ed7 75920434 1b78f96076898c011-wilsondr]; Gibbons, Gary 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b7 1b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Parker, Ashley (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras); Denny, Joshua (NIH/OD) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cdb4626dabbb45aa8b8eSd21169344e6-dennyjc]; Schwetz, Tara (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Hooper, Monica 
(INIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6d6c0a2a0304ca184b0c7 19bab8d080-hoopermw)]; Parker, Karen (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=22b34313c6374f7b96b645e80623a9cf-klparker]; Anderson, James (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 


cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 
Subject: Vaccine trial recruitment 


Attachments: Agenda and Actions Vaccine Trial Diversity_070420.docx; _PAWG_ModernaEpiSiteMaps.pdf; Moderna site 
considerations table.pdf; Difficulty connecting to zoom 


Dear colleagues, 
Thanks for getting on the virtual call yesterday to discuss ways to optimize community outreach for the 


COVID-19 vaccine trials, beginning with the Moderna protocol. On the second page of the first attachment 
you will see the action items that | tried to capture from this very significant conversation. Please look closely 
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at that list and comment on any errors of omission or commission, using the “reply all” for any that affect 
other parts of our group. 


The second and third attachments are from Larry Corey, showing the location of recruitment sites for the 
Moderna trial. You will have seen the map from Larry yesterday, but also attached now is the list of specific 
recruitment sites (and zip codes) for the CROs that Moderna will be using. It will be particularly important for 
the leaders of NIMHD, NCATS, NHLBI, and All of Us to identify ways to link up with the existing recruitment 
plans. In that regard, | would like to reconvene that group of leaders this coming week to see what more 
might be done to activate the community outreach efforts in the areas where recruitment will be getting 
underway. 


| also attach a message from Hannah Valantine, who was unable to log on to the Zoom call but had a few 
thoughts to share. 


Thanks for your help on this — it really matters that we do everything possible to get this right. 


Best, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/9/2020 10:40:27 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 


Attachments: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 
Flag: Follow up 
| was not on this part of the call but these are the slides Keith Gottesdiener shared with the ACTIV Therapeutics-Clinical 


Working Group on their call this afternoon. 
Hmmm. 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 


Sent: 7/10/2020 11:58:54 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Follow up 


The Calipr screen was done at the BSL 3 facility at the University of Hong Kong. Our live virus screens have been done at 
Southern Research Institute. USAMRIID has also done some as has the Ragon Institute of MGH, MIT and Harvard, run by 
Bruce Walker. There are other smaller BSL3 facilities that have not been used for SARS-CoV2 screening to my 
knowledge, including the one in Bldg 33 that we outfitted for HTS with NIAID 10 years ago for TB screening (Clif Barry) 
but is apparently used for other things now (we inquired), and a smaller one at George Mason Univ in Fairfax. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, July 9, 2020 9:22 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6é 
Subject: RE: Follow up 


One more quick question —| was surprised to hear that there have been multiple screens on live virus (not 
pseudotyped) by multiple groups. That would have to be done ina BSL-3, right? Does Scripps have 
that? Who else has done that? Southern Research Institute? Others? 


Francis 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Thursday, July 9, 2020 1:28 PM 

To: Collins, Francis (NIH/OD) [E] b6é Menetski, Joseph (FNIH) [T] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 
Hi Francis, 


I think at this point it would be unlikely to help COVID-19, and we told them that on the call — our conversation was 
about the need for immediate and complete data release that so far only we are doing, and the general case of having 
such capacity immediately available for the inevitable future pandemics. As you point out, there have been multiple 
screens on live virus by multiple groups for SARS-CoV2, including the Calipr group, and positives published. 


The possible exceptions to this are (a) if the virus mutates to a sufficient degree that drug sensitivities may have 
changed, or (b) combination testing, which so far has not been done comprehensively. By coincidence, just yesterday a 
proposal (enclosed) was presented by Christine Colvis to the ACTIV Preclinical WG to do combination screening at NCATS 
of our approved drug library against the four front-line candidate therapeutics remdesivir, EIDD-2801, camostat, and 
nafamostat, to look for positive or negative additivity/synergy. Compounds would be plated at NCATS using our acoustic 
technologies, and shipped to SRI for CPE assay testing in their BSL3 facility. Janet Woodcock suggested on our call with 
her 2 weeks ago that she might be willing to support such a screen with OWS funds. 


The ACTIV Preclinical WG has done mapping of all BSL3 facilities, and Joe can give you that information. 


Chris 
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From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, July 8, 2020 9:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 
Cc: Fauci, Anthony (NIH/NIAID) [E] < b6 

Subject: FW: Follow up 


Hi Chris and Joe, 


See thread below. This very well intentioned group of AIDS activists, who know Tony Fauci really well, are 
convinced that a screen of all approved drugs against SARS-CoV-2 (in a BSL-3 lab) would turn up something 
that could be repurposed and would yield a major advance in treatments for COVID-19. Their screening guy 
James Krellenstein has previously spoken with Chris. 


Two questions: 1) Given all of the other screens that have been done by now, is it likely that a screen of this 
sort, done in a BSL-3 lab, would actually yield a major advance? 2) If the answer is possibly yes, what would be 
the best path forward to get it done? | understand from Paul Stoffels that such a lab exists in the Netherlands 
-|have written him to ask about that. But are their other options? 


Francis 
From: b6 < b6 
Sent: Wednesday, July 8, 2020 11:36 AM 
To: James Krellenstein' < b6 Collins, Francis (NIH/OD) [E] < b6 Joseph 
Osmundson' < b6 ‘Matthew Rose! < b6 ‘covid_diagnostics' 
b6 ‘Mitchell Warren! < b6 
Ce: Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] 
< b6 Conrad, Patricia (NIH/NIAID) [E] < b6 ‘Christian Urrutia’ 
< b6 ‘David Barr’ < b6 Awwad, David (NIH/NIAID) [C] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 


Hi Francis — | know you’re swamped, but we’re hoping your available for another call on this. 


Peter 

From: James Krellenstein < v6 

Sent: Tuesday, June 30, 2020 7:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Joseph Osmundson < b6 Matthew Rose 

< v6 covid_diagnostics bé Mitchell Warren 

< v6 

Ce: b6 Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna 
(NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony 
(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 Christian Urrutia 
< b6 David Barr < b6 Awwad, David (NIH/NIAID) [C] 

< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: Re: Follow up 
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Hi, Tony and Francis: 


Thanks again for connecting us with the NCATS folks. We spoke with Chris and his team on Friday, and had an extremely 
productive conversation. 


Based on what we learned from the NCATS team, we think it is pretty urgent that we schedule another call with you all 
to discuss what was conveyed to us. 


To be blunt, we were dumbfounded that NCATS ability to perform high throughput screening using wild type SARS-CoV2 
is hindered by NCATS inability to access a BSL3 facility, including those under direct NIH control. Instead, NCATS is forced 
to use contract research organizations and outside academic labs to do this screening, which prevents NCATS scientists 

from directly engaging in assay optimization and other processes necessary for well designed high throughput screening. 


Given the urgency of the COVID-19 crisis -- and identifying potential small molecule inhibitors of SARS-CoV? replication -- 
we do not understand how this was allowed to happen (and still has not been resolved). 


Thanks again. Looking forward to speaking soon. 
Sincerely, 
James 


On behalf of the Diagnostics and Treatments Committee, COVID-19 Working Group / New York City. 


James B, Krellenstein 
he- him —his 
109 S Sth St, 
Brooklyn, NY 11249 
b6 (mobile) 
b6 


On Wed, Jun 10, 2020 at 6:52 PM Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi James and the PrEP4ALL group, 


Here’s a quick follow up about high throughput screening for small molecules that might have activity against SARS- 
CoV-2. Chris Austin and his NCATS team are making significant efforts to screen all compounds that have been in 
humans against a number of SARS-CoV-2 assays, many of which are viral entry assays (and other early events). See 
https://opendata.ncats.nih.gov/covid19/assays . Many of the assays are in development or are currently running, but 
Chris Austin has a timeline for when all of these individual assay results should be available on the Open Science Portal. 


I’m ccing Chris on this message so you can follow up with him. 


Best, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 7/10/2020 3:20:01 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: Hever telecon 24th July 


So here is my translation: 


They want a general update on ACTIV from you, just with a focus on the clinical trials (they think mAbs are promising 
and the most proximal, but | would talk about all the ACTIV efforts including the ongoing agent prioritization process) 


Janet's topic ties into the COVID-19 R&D Leadership slides from Keith G. that | sent you last night. So this means yes, 
they are asking her for money, and are requesting an update from her on where this stands in front of all the heads of 
R&D. You might want to touch base with her in advance of the meeting just to find out what is going on and what she is 
thinking. 


The Peter Marks topic is code for “hey FDA, what are you doing about streamlining approvals for COVID-19 drugs”? It 
sounds like COVID19 R&D has made some recommendations in this area. 


And yes, | think a subset of the July 15 slides would work just fine. 


David 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, July 10, 2020 10:50 AM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: Hever telecon 24th July 


Hi David, 


See proposed draft agenda for the next HEVER telecon. It’s a little odd —| can’t understand the topics 
assigned to Janet W and Peter M. 


And for ACTIV and mAbs, why is Hal Barron (GSK) part of that? 


Since the meeting is July 24, and we’ll have an Exec Comm meeting on July 15, | assume we can send some 
version of the same summary prepared for that? 


Francis 


From: Prof Trevor M Jones CBE FMedSci b6 

Sent: Friday, July 10, 2020 9:33 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cceb b6 Geoff Frew 
< b6 il b6 

Subject: Hever telecon 24th July 


Francis 
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Please find attached the draft Agenda for our telecon in 14 days time 


Please will you confirm that you lead on the ACTIV mAb item 


Also please can you arrange for someone to send a pre-read update on ACTIV to Jill for distribution before the 
event 


Many thanks 


Trevor 


Prof Trevor M Jones CBE FMedSci 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247S48E596778304F781F-AUSTINC] 

Sent: 7/9/2020 5:28:23 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

cc; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396b94-afauci]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis] 

Subject: RE: Follow up 

Attachments: Combination screening for COVID19 clinical candidates 8Jul2020.docx 


Flag: Follow up 
Hi Francis, 


I think at this point it would be unlikely to help COVID-19, and we told them that on the call — our conversation was 
about the need for immediate and complete data release that so far only we are doing, and the general case of having 
such capacity immediately available for the inevitable future pandemics. As you point out, there have been multiple 
screens on live virus by multiple groups for SARS-CoV2, including the Calipr group, and positives published. 


The possible exceptions to this are (a) if the virus mutates to a sufficient degree that drug sensitivities may have 
changed, or (b) combination testing, which so far has not been done comprehensively. By coincidence, just yesterday a 
proposal (enclosed) was presented by Christine Colvis to the ACTIV Preclinical WG to do combination screening at NCATS 
of our approved drug library against the four front-line candidate therapeutics remdesivir, EIDD-2801, camostat, and 
nafamostat, to look for positive or negative additivity/synergy. Compounds would be plated at NCATS using our acoustic 
technologies, and shipped to SRI for CPE assay testing in their BSL3 facility. Janet Woodcock suggested on our call with 
her 2 weeks ago that she might be willing to support such a screen with OWS funds. 


The ACTIV Preclinical WG has done mapping of all BSL3 facilities, and Joe can give you that information. 


Chris 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, July 8, 2020 9:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: FW: Follow up 

Hi Chris and Joe, 

See thread below. This very well intentioned group of AIDS activists, who know Tony Fauci really well, are 
convinced that a screen of all approved drugs against SARS-CoV-2 (in a BSL-3 lab) would turn up something 
that could be repurposed and would yield a major advance in treatments for COVID-19. Their screening guy 


James Krellenstein has previously spoken with Chris. 


Two questions: 1) Given all of the other screens that have been done by now, is it likely that a screen of this 
sort, done in a BSL-3 lab, would actually yield a major advance? 2) If the answer is possibly yes, what would be 
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the best path forward to get it done? | understand from Paul Stoffels that such a lab exists in the Netherlands 
—-| have written him to ask about that. But are their other options? 


Francis 
From: v6 < v6 
Sent: Wednesday, July 8, 2020 11:36 AM 
To: James Krellenstein' < b6 Collins, Francis (NIH/OD) [E] < b6 Joseph 
Osmundson‘ < b6 ‘Matthew Rose’ < b6 ‘covid_diagnostics' 
b6 ‘Mitchell Warren’ < b6 

Ce: Barasch, Kimberly (NIH/NIAID) [C] b6 McManus, Ayanna (NIH/OD) [E] 
< b6 Wood, Gretchen (NIH/OD) [E] < b6 /h.gov>; Fauci, Anthony (NIH/NIAID) [E] 
< b6 Conrad, Patricia (NIH/NIAID) [E] < b6 ‘Christian Urrutia’ 
< b6 ‘David Barr'< b6 Awwad, David (NIH/NIAID) [C] 

b6 Austin, Christopher (NIH/NCATS) [E] < be 


Subject: RE: Follow up 


Hi Francis — | know you’re swamped, but we’re hoping your available for another call on this. 


Peter 

From: James Krellenstein <jkrel b6 

Sent: Tuesday, June 30, 2020 7:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Joseph Osmundson < b6 Matthew Rose 

< b6 covid_diagnostics b6 Mitchell Warren 

4 b6 

Ce: b6 Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna 

(NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony 

(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 Christian Urrutia 
b6 David Barr < b6 Awwad, David (NIH/NIAID) [C] 

< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: Re: Follow up 
Hi, Tony and Francis: 


Thanks again for connecting us with the NCATS folks. We spoke with Chris and his team on Friday, and had an extremely 
productive conversation. 


Based on what we learned from the NCATS team, we think it is pretty urgent that we schedule another call with you all 
to discuss what was conveyed to us. 


To be blunt, we were dumbfounded that NCATS ability to perform high throughput screening using wild type SARS-CoV2 
is hindered by NCATS inability to access a BSL3 facility, including those under direct NIH control. Instead, NCATS is forced 
to use contract research organizations and outside academic labs to do this screening, which prevents NCATS scientists 


from directly engaging in assay optimization and other processes necessary for well designed high throughput screening. 


Given the urgency of the COVID-19 crisis - and identifying potential small molecule inhibitors of SARS-CoV2 replication -- 
we do not understand how this was allowed to happen (and still has not been resolved). 


Thanks again. Looking forward to speaking soon. 
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Sincerely, 
James 


On behalf of the Diagnostics and Treatments Committee, COVID-19 Working Group / New York City. 


James B. Krellenstein 
he— him —his 
109 S Sth St, 
Brooklyn, NY 11249 
b6 (mobile) 
b6 


On Wed, Jun 10, 2020 at 6:52 PM Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi James and the PrEP4ALL group, 


Here’s a quick follow up about high throughput screening for small molecules that might have activity against SARS- 
CoV-2, Chris Austin and his NCATS team are making significant efforts to screen all compounds that have been in 
humans against a number of SARS-CoV-2 assays, many of which are viral entry assays (and other early events). See 
https://opendata.ncats.nih.gov/covid19/assays . Many of the assays are in development or are currently running, but 
Chris Austin has a timeline for when all of these individual assay results should be available on the Open Science Portal. 


I'm ccing Chris on this message so you can follow up with him. 


Best, Francis 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 7/10/2020 5:47:39 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Urgent need for numbers 


Approximately 3000 patients between now and October. 


Cliff 

From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Friday, July 10, 2020 at 1:11 PM 

To: "Wholley, David (FNIH) [T]"< b6 

Cc: "Lane, Cliff (NIH/NIAID) [E]" < b6 


Subject: Urgent need for numbers 

Hi David, 

If all of the ACTIV inpatient trials were going to include remdesivir as standard of care, how many patients would that 
be? We need to assess how significant a percentage of the available drug this would represent. | think it’s very small, 
but want to be sure. 


Cliff, can you make the same estimate for other NIH inpatient trials that are not sponsored by ACTIV? 


FC 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/10/2020 7:47:27 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e07 2f8cb7-menetskijp]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087 d08b628e6f-melencioc] 


Subject: July 17 -24 
Flag: Follow up 
Hi Francis: 


| wanted to let you know | will be taking some time off with my family beginning next Friday, July 17 and extending 
through Friday July 24. | will be bringing my laptop and keeping tabs on ACTIV generally, and can respond to anything 
urgent. However | have asked Joe Menetski to take over for me on the morning war room calls, including slide prep and 
discussion. | may also be taking off a week in August, but the early morning meetings should be less of an issue for 
that. Thanks, David 


David Wholley 
nior Vice-President, Research Partnerships 
‘oundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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Subject: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 


BlackRock 


BlackRock presents the National Institutes of Health: 


Combatting COVID-19 Through Public- 
Private Partnership 


BlackRock is pleased to collaborate with the National Institutes of Health (NIH) and the 
Foundation for the National Institutes of Health (FNIH) to bring you a lively discussion on the 
NIH’s initiatives to combat COVID-19. 


The rapid spread and global impact of the pandemic have created an urgent need for 
unprecedented collaboration and coordination across the global community. Learn how the NIH is 
speeding the development of treatments through the public-private partnership, ACTIV: 
Accelerating COVID-19 Therapeutic Interventions and Vaccines. The mission of ACTIV is to 
establish a collaborative framework for identifying the most promising COVID-19 vaccines and 
therapeutics by designing master protocols and facilitating the end-to-end trial processes. 
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Francis S. Collins, M.D., Ph.D. Freda C. Lewis-Hall, M.D., Maria C. Freire, Ph.D. 


. . 4 President and Executive 
DFAPA, MFPM resi 
PReeahi Nato Munee cule) Former Chief Medical Officer Director, Foundation for the National Institutes of 
and Executive Vice President, Pfizer Health 
Inc. 


Biographies 


Francis S. Collins, M.D., Ph.D. was appointed the 16" Director of the National Institutes of Health (NIH) by 


President Barack Obama and confirmed by the Senate. He was sworn in on August 17, 2009. On June 6, 2017, 
President Donald Trump announced his selection of Dr. Collins to continue to serve as the NIH Director. In this 
role, Dr. Collins oversees the work of the largest supporter of biomedical research in the world, spanning the 
spectrum from basic to clinical research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership of the 
international Human Genome Project, which culminated in April 2003 with the completion of a finished sequence of 
the human DNA instruction book. He served as director of the National Human Genome Research Institute at NIH 
from 1993-2008. 

Before coming to NIH, Dr. Collins was a Howard Hughes Medical Institute investigator at the University of 
Michigan. He is an elected member of the National Academy of Medicine and the National Academy of Sciences, 
was awarded the Presidential Medal of Freedom in November 2007, and received the National Medal of Science in 
2009. In 2020, he was elected as a Foreign Member of the Royal Society (UK) and was also named the 50th winner 
. of the Templeton Prize, which celebrates scientific and spiritual curiosity. 


Freda Lewis-Hall, M.D.. DFAPA, MFPM, was Pfizer, Inc.'s Chief Medical Officer and Executive Vice President 
until the end of 2018 and Chief Patient Officer and Executive Vice President during 2019. Over the course of her 
distinguished career, she has been on the frontlines of health care as a clinician, educator, researcher and leader in 
the biopharmaceuticals and life sciences industries. Prior to Pfizer, Dr. Lewis-Hall held senior leadership positions 
of Chief Medical Officer and Executive Vice President, Medicines Development at Vertex Pharmaceuticals; Senior 
Vice President, US Pharmaceuticals at Bristol Myers Squibb; Vice President, Research and Development, Product 
Development at Pharmacia Corporation; and Product Team Leader and Director at Eli Lilly and Company. She 
serves on the Board of Fellows of The Harvard Medical School, the Board of Advisors of the Dell Medical School 
and the Board of Governors for the Patient-Centered Outcomes Research Institute. She also serves on the 
corporate boards of Milliken and Company, a global diversified industrial manufacturer; 1Life Healthcare, Inc., a 
health services company; Exact Sciences, Inc., a molecular diagnostics company; and SpringWorks Therapeutics, 
a biopharmaceutical company. 
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Maria C. Freire, Ph.D. is the President and Executive Director of the Foundation for the National Institutes of 
Health (FNIH). Prior to FNIH, from 2008 to 2012, she was President of the Albert and Mary Lasker Foundation, 
where she established programmatic initiatives that expanded the brand and reach of the foundation. From 2001 to 
2008, she served as President and Chief Executive Officer of the Global Alliance for TB Drug Development (TB 
Alliance), and prior to that, she directed the Office of Technology Transfer at the NIH. Dr. Freire is widely 
recognized as an expert in technology commercialization and has a wide range of experience in the public and 
private biomedical sectors. She is the Chair of the Business Advisory Board of the Institute for Research in 
Biomedicine in Barcelona, Spain; a Director of Alexandria Real Estate Equities, Inc.; is on the Board of Directors 
for Exelixis, Inc.; has served as a member of the Commission on a Global Health Risk Framework for the Future of 
the National Academy of Medicine and the Executive Committee of the United Nations’ Sustainable Development 
Solutions Network; and was a member of the UN Secretary General's High-Level Panel on Access to Medicines. 
She is a member of the National Academy of Medicine and the Council on Foreign Relations. 
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About the National Institutes of Health (NIH): NIH, the nation's medical research agency, includes 27 Institutes 
and Centers and is a component of the U.S. Department of Health and Human Services. NIH is the primary federal 
agency conducting and supporting basic, clinical, and translational medical research, and is investigating the 
causes, treatments, and cures for both common and rare diseases. For more information about NIH and its 
programs, visit \ nih.g 


About the Foundation for the National Institutes of Health: The Foundation for the National Institutes of Health 
creates and manages alliances with public and private institutions in support of the mission of the NIH, the world’s 
premier medical research agency. The Foundation, also known as the FNIH, works with its partners to accelerate 
biomedical research and strategies against diseases and health concerns in the United States and across the globe 
The FNIH organizes and administers research projects; supports education and training of new researchers; 
organizes educational events and symposia; and administers a series of funds supporting a wide range of health 
issues. Established by Congress in 1990, the FNIH is a not-for-profit 501(c)(3) charitable organization. For 
additional information about the FNIH, please visit fri 


BlackRock.com/Institutions 
Any data collected will be processed according to BlackRock's privacy policy, which can be found here 
If you no longer want to receive information from BlackRock, please click here 


BlackRock, Inc. 
40 East 52nd Street 


New York, NY 10022 


This material is for informational purposes and is prepared by BlackRock, is not intended to be relied upon as a 
forecast, research or investment advice, and is not a recommendation, offer or solicitation to buy or sell any 
securities or to adopt any investment strategy. The opinions expressed are as of date of publication and are subject 
to change. The information and opinions contained in this material are derived from proprietary and nonproprietary 
sources deemed by BlackRock to be reliable and are not guaranteed as to accuracy or completeness. This material 
may contain ‘forward looking’ information that is not purely historical in nature. There is no guarantee that any 
forecasts made will come to pass. Reliance upon information in this material is at the sole discretion of the reader. 
Past performance is not indicative of current or future results. This information provided is neither tax nor legal 
advice and investors should consult with their own advisors before making investment decisions, The value of 
investments and the income from them can go down as well as up and you may not get back the amount invested 


In the U.S. and Canada, this material is intended for public distribution. 


In the UK this is issued by BlackRock Investment Management (UK) Limited, authorised and regulated by the 
Financial Conduct Authority. Registered office: 12 Throgmorton Avenue, London, EC2N 2DL. Tel: + 44 (0)20 7743 
3000. Registered in England and Wales No. 2020394. For your protection telephone calls are usually recorded. 
BlackRock is a trading name of BlackRock Investment Management (UK) Limited. Please refer to the Financial 
Conduct Authority website for a list of authorised activities conducted by BlackRock. 


In Singapore, this is issued by BlackRock (Singapore) Limited (Co. registration no. 200010143N). This 
advertisement or publication has not been reviewed by the Monetary Authority of Singapore. In Hong Kong, this 
material is issued by BlackRock Asset Management North Asia Limited and has not been reviewed by the Securities 
and Futures Commission of Hong Kong. In Australia, issued by BlackRock Investment Management (Australia) 
Limited ABN 13 006 165 975 AFSL 230 523 (BIMAL). The material provides general information only and does not 
take into account your individual objectives, financial situation, needs or circumstances. 


In Latin America: this material is for educational purposes only and does not constitute investment advice nor an 
offer or solicitation to sell or a solicitation of an offer to buy any shares of any Fund. No securities regulators in Latin 
America have confirmed the accuracy of any information contained herein. The provision of investment 
management and investment advisory services is a regulated activity in Mexico thus is subject to strict rules. For 
more information on the Investment Advisory Services offered by BlackRock Mexico please refer to the Investment 
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Services Guide available at 


IN MEXICO, FOR QUALIFIED AND INSTITUTIONAL INVESTORS USE ONLY. Investing involves risk, 
including possible loss of principal. This material is provided for educational and informational purposes only and 
does not constitute an offer or solicitation to sell or a solicitation of an offer to buy any shares of any fund or security. 
It is your responsibility to inform yourself of, and to observe, all applicable laws and regulations of Mexico. If any 
funds, securities or investment strategies are mentioned or inferred in this material, such funds, securities or 
strategies have not been registered with the Mexican National Banking and Securities Commission (Comisi6n 
Nacional Bancaria y de Valores, the “CNBV”) and thus, may not be publicly offered in Mexico. The CNBV has not 
confirmed the accuracy of any information contained herein. The provision of investment management and 
investment advisory services ("Investment Services’) is a regulated activity in Mexico, subject to strict rules, and 
performed under the supervision of the CNBV. BlackRock México Operadora, S.A. de C.V., Sociedad Operadora de 
Fondos de Inversién (“BlackRock México Operadora’”) is a Mexican subsidiary of BlackRock, Inc., authorized by the 
CNBV as a Mutual Fund Manager (Operadora de Fondos), and as such, authorized to manage Mexican mutual 
funds, ETFs and provide Investment Advisory Services. For more information on the Investment Services offered by 
BlackRock Mexico, please review our Investment Services Guide available in ww KR: x. This 
material represents an assessment at a specific time and its information should not be relied upon by the you as 
research or investment advice regarding the funds, any security or investment strategy in particular. Reliance upon 
information in this material is at your sole discretion. BlackRock México is not authorized to receive deposits, carry 
out intermediation activities, or act as a broker dealer, or bank in Mexico. For more information on BlackRock 
México, please visit: BlackRock.com/mx. BlackRock receives revenue in the form of advisory fees for our 
advisory services and management fees for our mutual funds, exchange traded funds and collective investmet 

trusts. Any modification, change, distribution or inadequate use of information of this document is not responsibility 
of BlackRock or any of its affiliates. This information does not consider the investment objectives, risk tolerance or 
the financial circumstances of any specific investor. This information is for educational purposes and does not 
replace the obligation of financial advisor to apply his/her best judgment in making investment decisions or 
investment recommendations. The Model is “as-is”, if you copy, storage or otherwise modify the content, BlackRock 
is not responsible for damage or loss related to the tool, including without limit, any liability for direct, indirect or 
punitive damages (including loss of benefits or principal). Pursuant to the Mexican Data Privacy Law (Ley Federal de 
Proteccién de Datos Personales en Posesién de Particulares), to register your personal data you must confirm that 
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COLL0000015546 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 7/10/2020 10:24:27 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls id Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: RE: Urgent need for numbers 


Here’s our best guess, through the end of the year. Beyond that it is pretty difficult to estimate. 
ACTIV-1 = ~2,000 patients/assuming current 3 agents 

ACTIV-3 = 3,000 patients/assuming 5 agents 

ACTIV-4 = ~5,000 patients/assuming last design presented 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, July 10, 2020 1:11 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: Urgent need for numbers 

Hi David, 

If all of the ACTIV inpatient trials were going to include remdesivir as standard of care, how many patients would that 
be? We need to assess how significant a percentage of the available drug this would represent. | think it’s very small, 
but want to be sure. 


Cliff, can you make the same estimate for other NIH inpatient trials that are not sponsored by ACTIV? 


Fc 


COLL0000015557 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 1/29/2021 12:49:08 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: fact check 
Flag: Follow up 
Hi Francis, 


Yes, the main areas that the group harmonized on were: 
* Populations (including discussions of overweighting on older participants, high-risk participants, and participants 
of color, and the inclusion of seropositives) 
e Endpoints (aligning on virologically confirmed symptomatic disease as primary, with seroconversion and more 
severe disease as secondaries) 
Success criteria (aligning on 30% for the lower bound of the 95% Cl of the primary endpoint efficacy estimate 
after FDA eventually decided on that) 
©. This set the endpoints for the primary analysis at ~150, which was combined with projections of 
incidence to size the trials 
© The incidence projections were unfortunately much more conservative than the reality 
o Wealso discussed appropriate interim analysis strategies, which companies eventually negotiated 
individually with FDA 
¢ Common DSMB 
¢ Common labs and correlates of protection analyses with a batched case-cohort design 
©. This was viewed as particularly important to mitigate the possibility that antibody assays wouldn’t be 
standardized by the time of the analyses 


We also discussed some cross-cutting operational questions, like how stable geographic hot spots of incidence were 
(which, again, ended up not being especially relevant as the epidemiology evolved). 


Although in the end there were some differences among the OWS trials in these dimensions, they were broadly 
harmonized (and even Pfizer was quite similar along the first three bullet points). 


If there’s any additional information that would be of help, please don’t hesitate to reach out. 


Thanks, 
Mike 


Michael Santos, PhD: 


Asso Vice President, onal institutes of Health 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, January 29, 2021 6:49 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Santos, Michael (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: RE: fact check 


COLL0000015571 


| do remember the work, as | am sure Mike Santos does. | believe the statement is true, with the caveat that the vaccine 
manufacturers kind of went their own way on some aspects of their protocols. The group also had substantial input to 
FDA’s thinking on the criteria for an EUA. Copying Mike who can confirm. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 28, 2021 10:46 PM 

To: Wholley, David (FNIH) [T] b6 
Subject: fact check 


Is it accurate to say that the ACTIV master protocol for phase 3 vaccine trials basically defined the necessary scale, the 
primary endpoints, and the desired use of a shared DSMB? |’m not sure everyone remembers the work that was done in 
April — July. 


FC 


COLL0000015571 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 1/29/2021 1:33:11 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 


eC: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: fact check 


Thanks, Mike! 


From: Santos, Michael (FNIH) [T] < b6é 

Sent: Friday, January 29, 2021 7:49 AM 

To; Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: fact check 
Hi Francis, 


Yes, the main areas that the group harmonized on were: 
Populations (including discussions of overweighting on older participants, high-risk participants, and participants 
of color, and the inclusion of seropositives) 
e Endpoints (aligning on virologically confirmed symptomatic disease as primary, with seroconversion and more 
severe disease as secondaries) 
e Success criteria (aligning on 30% for the lower bound of the 95% Cl of the primary endpoint efficacy estimate 
after FDA eventually decided on that) 
© This set the endpoints for the primary analysis at ~150, which was combined with projections of 
incidence to size the trials 
©. The incidence projections were unfortunately much more conservative than the reality 
o Wealso discussed appropriate interim analysis strategies, which companies eventually negotiated 
individually with FDA 
¢ Common DSMB 
@ Common labs and correlates of protection analyses with a batched case-cohort design 
co. This was viewed as particularly important to mitigate the possibility that antibody assays wouldn't be 
standardized by the time of the analyses 


We also discussed some cross-cutting operational questions, like how stable geographic hot spots of incidence were 
(which, again, ended up not being especially relevant as the epidemiology evolved). 


Although in the end there were some differences among the OWS trials in these dimensions, they were broadly 
harmonized (and even Pfizer was quite similar along the first three bullet points). 


If there’s any additional information that would be of help, please don’t hesitate to reach out. 


Thanks, 
Mike 


Michacl Santos, PhD 
Associate Vice President, Science | Foundation for the 


ional Institutes of Health 


COLL0000015578 


From: Wholley, David (FNIH) [T] b6 

Sent: Friday, January 29, 2021 6:49 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Santos, Michael (FNIH) [T] < b6 Freire, Maria (FNIH) [T] b6 
Subject: RE: fact check 


| do remember the work, as | am sure Mike Santos does. | believe the statement is true, with the caveat that the vaccine 
manufacturers kind of went their own way on some aspects of their protocols. The group also had substantial input to 
FDA’s thinking on the criteria for an EUA. Copying Mike who can confirm. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 28, 2021 10:46 PM 

To: Wholley, David (FNIH) [T] b6 
Subject: fact check 


Is it accurate to say that the ACTIV master protocol for phase 3 vaccine trials basically defined the necessary scale, the 
primary endpoints, and the desired use of a shared DSMB? |’m not sure everyone remembers the work that was done in 
April — July, 


FC 


COLL0000015578 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/14/2020 2:20:48 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: AMP leadership 


How about Dan Skovronsky of Lilly? 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, July 13, 2020 9:41 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: AMP leadership 


Hi David, 


See message below from Paul. I’m sympathetic with his high level of commitment to multiple tasks. And! 
think we need him more for ACTIV right now than for the AMP EC. But | wouldn’t want his AMP role 
delegated to a lower level in JnJ. Do we have another candidate to bring on to the AMP EC to fill his slot? 


FC 


From: Stoffels, Paul [JJCUS] b6 
Sent: Monday, July 13, 2020 6:47 AM 

To; Collins, Francis (NIH/OD) [E] b6 
Subject: AMP leadership 


Hi Francis, 


I'm reaching out regarding my role at the AMP Executive Committee. 


As you know I’m deeply involved in the industry response to COVID19, which on top of my commitments as J&J Vice 
Chair and CSO overseeing R&D for J&J globally as well as my role at WEF, IMI, etc, are making my agenda rather 
complicated. 

Furthermore, I’m currently co-chairing ACTIV with you, and since AMP is getting into more “tactical/detailed” status, | 
wonder if you would consider appropriate for me to delegate my role at AMP to Mathai Mammen, who’s now leading 
Janssen’s Pharmaceutical R&D organization, thus closer to our portfolio development plans in those areas. 


| realize these type of decisions can be sensitive and would like to confirm my continuous support to AMP, but would 
appreciate your consideration to this proposal so | can focus on our work on ACTIV and other key areas. 


Let me know if you would like to talk about this over the phone at any time. 
Thank you and best regards, 


Paul. 


COLL0000015579 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 

Sent: 11/11/2020 5:26:40 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

cc: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: neutralizing antibody epitope residue mapping on CoV2 spike 

Attachments: Minks and SARS-CoV-2.pdf 


See attached Science article, just out, on the human-mink outbreak in Denmark. 


FC 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 11, 2020 12:01 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: Re: neutralizing antibody epitope residue mapping on CoV2 spike 


Exactly. That was my point in sending the Scripps article. M. 


From: "Collins, Francis (NIH/OD) [E]' b6 

Date: Wednesday, November 11, 2020 at 11:58:13 AM 

To: “Wholley, David (FNIH) [T]" < b6 

Ce: "Freire, Maria (FNIH) (T]" b6 “Lane, Cliff (NIH/NIAID) [E]" b6 , "Menetski, Joseph 
(FINIH) [T]" b6 

Subject: RE: neutralizing antibody epitope residue mapping on CoV2 spike 


Thanks for the update, it’s good to have that information as a baseline for evaluating the effect of possible 
mutations. Of course it’s possible that a variant located outside the actual vaccine or mAb epitope might 
affect the 3D structure in unpredictable ways. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, November 11, 2020 11:45 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Menetski, Joseph 
(FNIH) [7] b6 


Subject: FW: neutralizing antibody epitope residue mapping on CoV2 spike 


Francis: 

Thought | would give you a progress update on the action item we took in war room on Monday to have the Preclinical 
WG look at virus strains appearing in minks in England and Denmark. Hope you find this useful; | believe further 
discussions are underway with the WG on this as well. Maria added the following related link from Scripps: 


COLL0000019407 


https://www.scripps.edu/news-and-events/press-room/2020/20200611 -choe-farzan-sars-cov-2-spike-protein.himl! 


Thanks, David 

From: Menetski, Joseph (FNIH) [T] b6 

Sent: Wednesday, November 11, 2020 9:46 AM 

To: Wholley, David (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] 
Ce: Adam, Stacey (FNIH) [T] b6 ; Menetski, Joseph (FNIH) [T] 


Subject: neutralizing antibody epitope residue mapping on CoV2 spike 


David and Maria, 


6) G) 


Happy to discuss further, sorry for the long email. Hope it is clear. 


Joe 

foseph P. Menetski Ph.D. 

Associa President, Research Partnerships 
Foundation for the National Institutes of Health 


b6 
11400 Rockvil 


ink 


uite 600, North Bethesda, MD 20852 


b6 


COLL0000019407 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fhih.org/pandemic 


SNIH RANDEMIC 


RESPONSE FOND 


COLL0000019407 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES50D2FFOB6C2-COLLINSF] 

Sent: 11/18/2020 12:57:32 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: FW: Inquiry into plans for COVID-19 Comparative Effectiveness Vaccine Trials 


Not quite sure what to do with this one... 


From: b6 b6 

Sent: Tuesday, November 17, 2020 6:25 PM 

To: Collins, Francis (NIH/OD) [E] < v6 b6 Kathleen Neuzil 

< b6 

Ce: NIAID KCT < v6 b6 Wallace PhD, Stephaun E 
< b6 


Subject: Inquiry into plans for COVID-19 Comparative Effectiveness Vaccine Trials 


Dear Dr Collins, Warp Speed cadre, Drs Kathleen Neuzil and Larry Corey, and CoVPN group: 
(b) 4) 


COLL0000019412 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/18/2020 7:34:15 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: The two requests you had of me this morning on war room 


Hi David, 


Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 
out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them toa specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholiey 


COLL0000019418 


Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fhih.org 


11400 Rockville Pike Suite 600 North Bethesda. MD 20852 


dn 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000019418 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/18/2020 8:35:00 PM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus] 

Subject: Thursday schedule issue 

HI Ayanna, 


ls the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 2:56 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: Tomorrow’s call 
Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries. 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000019420 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/18/2020 8:55:34 PM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus]) 

Subject: RE: Thursday schedule issue 


Also, | have spoken with Tony and he will cover the White House Task Force meeting from 3 pm on —so |! can 
keep the commitment to Brookings. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, November 18, 2020 3:35 PM 

To: McManus, Ayanna (NIH/OD) [E] < bé6 
Subject: Thursday schedule issue 


HI Ayanna, 


Is the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 2:56 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wolinetz, Carrie (NIH/OD) [E] < b6 
Subject: Tomorrow’s call 


Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries. 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000019421 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/18/2020 8:42:19 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cic7ee770-tabaki]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d];, 
Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: RE: Additional Vaccines slide for ACTIV Leadership meeting 


Sounds good. Vaccine effects on transmission is a profoundly important question for research investigation, 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 3:18 PM 

To; Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Parker, Ashley (NIH/OD) [E] < b6 Gonzalez, Nina 

< b6 Appell, Evan < b6 


Subject: FW: Additional Vaccines slide for ACTIV Leadership meeting 


Francis, 

See below. Mike is referring to a meeting of a sub-group of the VX WG to discuss the impact of vaccines on 
transmission. The proposed study would be 30,000 subjects. Given we don’t know when Doug’s slide will be ready | am 
going to send out our revised LT deck as is tonight and we can add Doug’s slide into the version we project tomorrow. 
David 


From: Santos, Michael (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 2:58 PM 
To: Wholley, David (FNIH) [T] < b6 > 
Cc: Melencio, Cheryl (FNIH) [T] < b6 


Subject: Additional Vaccines slide for ACTIV Leadership meeting 

Hi David, 

Doug was enthusiastic about today’s sub-group topic: a proposed clinical trial to look at the impact of vaccines on 
transmission (by looking in detail at prevention of infection and viral load after infection in college students). He said 


that he will prepare a slide tonight on that topic to present tomorrow at the ACTIV Leadership team meeting. 


Thanks, 
Mike 


Michael Santos, PhD 


COLL0000019422 


Associate Vice President, Science 

Foundation for the National Institutes of Health 
ae : 

11400 Rockville 


Ano 


, Suite 600, North Bethesda, MD 20852 


Donate to the FNIN’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/11/2020 6:14:39 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: Hever COVID-19 Teleconference 5 9th November 2020 

Attachments: HEVER November 9 2020 COVID-19 Meeting_Presentation_vF.pdf; Notes of 9th November 2020 meeting of the 
Hever Group.docx 


FYI 

From: Jill Payne < bé6 

Sent: Wednesday, November 11, 2020 12:38 PM 
To: Jill Payne < b6 


Subject: Hever COVID-19 Teleconference 5 9th November 2020 
Please find attached the notes and presentation from the meeting on the 9°" November. 
Kind regards 


Jill Payne 
On behalf of Hever 


Email: b6 
Cell: b6 


This email and the information it contains, is for the sole use of the address(s) only and may contain privileged or confidential 
information. Unauthorised use, disclosure, copying or transferring by any means is strictly prohibited. If you are not the addressee and are in 
possession of this e-mail, please delete it from your system(s) and notify us immediately. Under the Data Protection Act (1998) we draw your 
attention to the fact that distributing, publishing or reproducing e-mails that have been inadvertently received is strictly prohibited. The sender 
stakes no responsibility for any errors and error omissions. Copyright 2020 Europharm Management Education Ltd ~All Rights Reserved 


COLL0000019423 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/18/2020 11:00:33 PM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus]) 

Subject: RE: Thursday schedule issue 


Sorry, | wasn’t clear. | can call in at for the WH meeting at 2:30 PM, but | will have to sign off early at 3 pm 


From: McManus, Ayanna (NIH/OD) [E] < b6 
Sent: Wednesday, November 18, 2020 4:07 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Thursday schedule issue 


Got it, thanks. I’ll let the WH know that you will not participate. 


Ayanna 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, November 18, 2020 3:56 PM 

To: McManus, Ayanna (NIH/OD) [E] < b6 


Subject: RE: Thursday schedule issue 


Also, | have spoken with Tony and he will cover the White House Task Force meeting from 3 pm on—so! can 
keep the commitment to Brookings. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, November 18, 2020 3:35 PM 

To: McManus, Ayanna (NIH/OD) [E] b6 
Subject: Thursday schedule issue 


HI Ayanna, 


Is the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Wednesday, November 18, 2020 2:56 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: Wolinetz, Carrie (NIH/OD) [E] b6 


Subject: Tomorrow’s call 
Hi Francis. 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries. 


COLL0000019428 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000019428 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 


Sent: 11/19/2020 12:04:46 AM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus] 

Subject: RE: Thursday schedule issue 


AMA meetings are indeed presenting quite a challenge — since he seems to want to meet almost every day 
with FDA, NIH, CDC, ASPR, and OWS. Principals only. 


From: McManus, Ayanna (NIH/OD) [E] < b6 
Sent: Wednesday, November 18, 2020 4:06 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Thursday schedule issue 


HI FC, 
To help keep the AoU group meetings on track, | decided to schedule the meeting for tomorrow at 10:45 AM. As you 
may recall, we had to cancel them at the last minute on Monday. Because Maria’s meeting is quarterly, my goal was to 


reschedule tomorrow's meeting to a day in the near future. 


| had not reached out to Maria’s staff to reschedule tomorrow’s OWS meeting moved from earlier in the day, however, 
was recently confirmed for 12:30 PM. 


I'm finding that the AMA meetings are more unstable than ever and figure it’s better to wait a bit before immediately 
restructuring the calendar. | hope this is ok with you. 


Thanks, 

Ayanna 

From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, November 18, 2020 3:35 PM 

To: McManus, Ayanna (NIH/OD) [E] b6 


Subject: Thursday schedule issue 
HI Ayanna, 


Is the All of Us virtual meeting happening from 10:45 to 11:45 tomorrow? If so, we'll have to reschedule 
Maria and Carrie. Please advise? 


Francis 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, November 18, 2020 2:56 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] b6 > 
Subject: Tomorrow’s call 


Hi Francis. 


COLL0000019429 


We have our quarterly meeting scheduled for tomorrow at 11am, right before the ACTIV Leadership call. There are a 
couple of items that I’d like to flag for you (non-COVID), some updates and the 3Q 2020 FNIH Project Summaries. 


The updates and the Summaries | will send electronically for your perusal. The items to flag are easier done on the 
phone. They are not super urgent. 


Please let me know, given the million things on your schedule, if you want to keep the call tomorrow or find another 
time. Either way works for me. 


Best, M. 


COLL0000019429 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/19/2020 1:25:01 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4.cc6952f65f80-santosmr] 

cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl] 

Subject: Question for Vaccine WG 


This came up in a discussion with Peter Marks this afternoon. What if another vaccine that’s in phase 3 trials turns out to 
be only 70% effective? How would that be evaluated when the bar has been set so high by Pfizer and Moderna? Is this 
a question that the ACTIV vaccines WG has addressed? Peter thought it might be useful to pose it to them. 


Francis 


COLL0000019437 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/19/2020 12:20:50 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

ce: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: RE: ACTIV Meeting 


Yes, this is awkward, | will stick with ACTIV and miss the OWS briefing. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, November 19, 2020 7:03 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 

Cc: Melencio, Cheryl (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Appell, Evan 
< b6 


Subject: FW: ACTIV Meeting 
fyi 


From: Disbrow, Gary (OS/ASPR/BARDA) < b6 
Sent: Thursday, November 19, 2020 4:01 AM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Disbrow, Gary (0S/ASPR/BARDA) < b6 
Subject: ACTIV Meeting 


Good morning David, 


The ACTIV meeting overlaps with the Secretary’s OWS Executive meeting and briefing to the Vice President. | will be 
able to make the first part but will have to drop to attend the OWS Executive meeting. 


Thanks for all you and your team are doing. The ACTIV PPP has been an incredible effort. 
Gary 


Gary L. Disbrow Ph.D. 

Director (Acting), BARDA 

Deputy Assistant Secretary 

Director, Medical Countermeasure Programs 
Biomedical Advanced Research and Development Authority 
BARDA 

Assistant Secretary for Preparedness and Response ASPR 
Department of Health and Human Services 

330 Independence Avenue, S.W. Room 640 G 
Washington, D.C. 20201 

Office: b6 

Mobile: b6 


COLL0000019443 


Fax: 202-205-0873 
email b6 


Legally Privileged - This e-mail transmission and any documents attached to it may contain information that is legally 
privileged. If you are not the intended recipient, or a person responsible for delivering this transmission to the intended 
recipient, you are hereby notified that any disclosure, copying, distribution, or use of this transmission is strictly 
prohibited. If you have received this transmission in error, please immediately notify the sender and destroy the original 
transmission, attachments, and destroy any hard copies. 


Note to contractors: nothing in this e-mail is intended to constitute contractual direction or to impact cost, price, or 


schedule contained in the contract. If the contractor believes there is an impact, the contractor must disregard that 
portion of the communication and contact the Contracting Officer for direction 


COLL0000019443 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/19/2020 11:10:50 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: The two requests you had of me this morning on war room 


So how about this as a follow up message to ICs: 


As discussed at this morning’s IC Directors’ meeting, | wanted to ask about your potential interest ina 
conference call with the leadership of CVS Health. For COVID, CVS provides a lot of testing to the public, and 
they have helped by connecting those who test negative to vaccine trials, and those who test positive to ACTIV 
clinical trials. But CVS Health is potentially interested in expanding this outreach beyond COVID to other 
possible NIH-sponsored trials. Please let me know if you would be interested in a no-obligation discussion 
about this. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, November 19, 2020 3:30 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: RE: The two requests you had of me this morning on war room 


Hope the discussion went well. | did not hear of anyone else that has approached us, but | did hear that Rite Aid (a 
subsidiary of Walgreens) is partnered with Verily on their efforts. 


From: Collins, Francis (NIH/OD) [E] bé6 

Sent: Wednesday, November 18, 2020 2:34 PM 

To: Wholley, David (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] b6 


Subject: RE: The two requests you had of me this morning on war room 
Hi David, 


Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 
out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 Lane, 
Cliff (NIH/NIAID) [E] b6 ; Freire, Maria (FNIH) (T] b6 Austin, Christopher 


COLL0000019455 


(NIH/NCATS) [E] b6 ; Parker, Ashley (NIH/OD) [E] b6 >; Anderson, James 
(NIH/OD) [E] _ b6 
Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000019455 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/20/2020 12:21:43 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Friday AM schedule 


Got it. |’ll send a note that we'll convene again on Monday. 


FC 

From: Wholley, David (FNIH) [T] < b6é 

Sent: Thursday, November 19, 2020 6:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Friday AM schedule 


| don’t think there is anything that cannot wait until Monday morning on ACTIV right now. We have our marching orders 
onimpact of emerging viral mutations on efficacy of tx and vx, and on impact of vaccines on transmission... 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, November 19, 2020 4:42 PM 
To: Tabak, Lawrence (NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] b6 


Subject: Friday AM schedule 
Hi Larry and David, 


With AMP ExComm running from 7-8:30 tomorrow, we won't be able to do the War Room meeting at its usual 
time. Are there pressing issues? If necessary, | could potentially make this work for a half hour at noon. 


Larry, | will have to miss the 7:30 COVID response team meeting. 


Francis 


COLL0000019456 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 11/20/2020 12:23:24 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: No War Room Tomorrow 


Hi there team, 


With the AMP Executive Committee tomorrow from 7 — 8:30 AM involving several of us, we'll need to cancel the 8 AM 
ACTIV War Room. We'll reconvene the warriors on Monday AM. 


Francis 


COLL0000019457 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/20/2020 2:23:11 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdakl] 

Subject: RE: The two requests you had of me this morning on war room 


That would be great. I'll send it out with that instruction. 


FC 

From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, November 19, 2020 6:13 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: The two requests you had of me this morning on war room 


Can we take this off your plate? They can send me their responses. 


From: Francis Collins < b6 

Date: Thursday, November 19, 2020 at 6:10 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" b6 

Subject: RE: The two requests you had of me this morning on war room 


So how about this as a follow up message to ICs: 


As discussed at this morning’s IC Directors’ meeting, | wanted to ask about your potential interest in a 
conference call with the leadership of CVS Health. For COVID, CVS provides a lot of testing to the public, and 
they have helped by connecting those who test negative to vaccine trials, and those who test positive to ACTIV 
clinical trials, But CVS Health is potentially interested in expanding this outreach beyond COVID to other 
possible NIH-sponsored trials. Please let me know if you would be interested in a no-obligation discussion 
about this. 


Francis 

From: Wholley, David (FNIH) [T] b6 = 

Sent: Thursday, November 19, 2020 3:30 PM 

To: Collins, Francis (NIH/OD) [E] b6 } Tabak, Lawrence (NIH/OD) [E] <ia b6 >; Lane, 
Cliff (NIH/NIAID) [E] b6 ; Freire, Maria (FNIH) [T] < b6 ; Austin, Christopher 
(NIH/NCATS) [E] v6 >; Parker, Ashley (NIH/OD) [E] b6 ; Anderson, James 
(NIH/OD) [E] b6 > 


Subject: RE: The two requests you had of me this morning on war room 


Hope the discussion went well. | did not hear of anyone else that has approached us, but | did hear that Rite Aid (a 
subsidiary of Walgreens) is partnered with Verily on their efforts. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, November 18, 2020 2:34 PM 
To: Wholley, David (FNIH) [T] b6 ; Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 


COLL0000019462 


Cliff (NIH/NIAID) [E] v6 >; Freire, Maria (FNIH) [T] b6 ; Austin, Christopher 
(NIH/NCATS) [E] b6 ; Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 

Subject: RE: The two requests you had of me this morning on war room 


Hi David, 
Thanks for the follow ups. | am going to raise the CVS issue with the IC Directors tomorrow morning and find 


out which of them would be interested in a conversation with Michael Cohen of CVS. Are you aware of any 
other pharmacy chain that is pursuing similar plans? | wouldn’t want NIH to appear to be playing favorites. 


Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, November 18, 2020 9:23 AM 

To; Collins, Francis (NIH/OD) [E] v6 Tabak, Lawrence (NIH/OD) [E] b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 .g0v>; Freire, Maria (FNIH) [T] b6 Austin, Christopher 
(NIH/NCATS) [E] < v6 Parker, Ashley (NIH/OD) [E] < b6 >; Anderson, James 
(NIH/OD) [E] < b6 


Subject: The two requests you had of me this morning on war room 


On the question Francis had as to how CVS partnership will interact with the portal: it does work the way | suggested: 
CVS asks a few questions at the site to determine the status of the patient and then refers them to a specific 800- 
number for a specific ACTIV or ACTIV-associated trial that may be of interest. If it turns out the prospect is better for 
another trial, they are hot transferred to the call center for that other trial. | don’t know what algorithm they use and 
whether or not it is proprietary. However, this does remind me that we have an outstanding question from CVS about 
how they should pursue with NIH their interest in offering their services more broadly to NIH beyond ACTIV and, yes, 
beyond COVID. | do not recall getting an answer from you as to how this should work and Michael Cohen has emailed 
Stacey again seeking guidance in this matter. 


On the question Cliff raised of cross-analyzing existing therapeutics with planned therapies that are being prioritized by 
the TX-Clinical WG, | assume Cliff means to do something beyond a comparator trial like ACTT4 and beyond the fact that 
we are currently testing most of our drugs in combination with remdesivir? | would also add that we don’t have 
anything so far that suggests we are breaking clinical equipoise by not doing an inferiority study. However Cliff may be 
suggesting something different, and we agree the best place to bring this up for starters is in the Trial Oversight Cmte 
call at 3PM today. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih.org. 


11400 Rockville Pike Suite 600 North Bi da, MD 20852 


ft 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000019462 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/21/2020 10:53:41 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ce! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: Reminder! Nominations Due December 2 


Great idea. YES, it’s a perfect fit! How could this best be organized? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Saturday, November 21, 2020 10:48 AM 
To: Collins, Francis (NIH/OD) [E] < v6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: Fwd: Reminder! Nominations Due December 2 
Francis, 


Should ACTIV be nominated for the Translation Award? M. 


From: "Research!America News" < b6 
Date: Saturday, November 21, 2020 at 9:37:31 AM 
To: "Freire, Maria (FNIH) [T]" < b6 


Subject: Reminder! Nominations Due December 2 


REMEMBER: 
Nominations for the 2021 Research!America Advocacy Awards 
are due December 2, 2020! 


Award Categories 


COLL0000019493 


Research!America is announcing four Outstanding Achievement in Public Health Awards to honor individuals, 
entities, and parinerships demonstrating commitment to research through discovery, innovation, communication, 


duals whose 5 ate al work today. helping a 
Rapid Translation Award - There is no doubt the speed with which our nati research system has moved to 
actualize vaccines and treatments has stunned even seasoned observers. A key driver of this rapid response has 
been the formation of novel, cutting-edge public-private partnerships. The Rapid Translation Award honors @ 


public/private partnership that has made progress in the fight against COVID-19. 


communicated vital health and science information to the public to contribute to the fight against COVID-19. 


The 2021 event, presented virtually, will be high-energy, engaging, inspiring, and filled with present and future 
pivotal leaders, The program will highlight the 2020 Awardees we were unable to salute in March 2020 due to 
restrictions caused by COVID-19. it will also include a mix of interviews, fireside chats and Q&A sessions to 
introduce and honor the 2021 Awardees. Nominations are due December 2, 2020, so don't delay! 


tions Are Due D: 


COLL0000019493 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/26/2021 12:23:56 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

ce: Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk] 

Subject: RE: Funding for COVID Variants Program 


Does that mean approval for the ACTIV mutation tracking and functional analysis program? 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Monday, January 25, 2021 9:56 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Shapiro, Neil (NIH/OD) [E] < b6 


Subject: FW: Funding for COVID Variants Program 


Spoke with Norris; he indicated we should receive approval something this week. 


From: "Bugin, Kevin" b6 

Date: Friday, January 22, 2021 at 2:16 PM 

To: "Cash, Lester (HHS/ASFR)" < b6 "Tabak, Lawrence (NIH/OD) [E]" 
b6 "Shapiro, Neil (NIH/OD) [E]" < b6 

Cc: "Windom, Robert (OS/ASPR/IO)" < b6 Miriam Cabezas 

< b6 


Subject: RE: Funding for COVID Variants Program 


Thanks, Lester. | spoke with Dr. Kessler this morning and he was clear we should be moving everything along. Please let 
me know if you think my investigation into this with the new team would be helpful. 


Larry, 
Lester is our best bet to confirm timing. The below items are subject of funding memos, a mix of vaccine and 
therapeutics, and are on ASFR’s trackers. So, its just a matter of the new leadership giving the all clear. 


Kevin 


From: Cash, Lester (HHS/ASFR) < b6 

Sent: Friday, January 22, 2021 2:08 PM 

To: Tabak, Lawrence A (NIH) < b6 Bugin, Kevin < b6 Shapiro, Neil K (NIH) 
< b6 

Cc: Windom, Robert (OS) b6 >; Cabezas, Miriam (OS) b6 

Subject: RE: Funding for COVID Variants Program 


We are working with the new team to gain their concurrence on the previously approved OWS funding memos as 
quickly as possible, and hope to be able to issue funding early next week. 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 22, 2021 1:46 PM 

To: Bugin, Kevin (FDA/CDER) b6 ; Shapiro, Neil (NIH/OD) [E] b6 >; Cash, 
Lester (HHS/ASFR) < b6 


COLL0000019497 


Cc: Windom, Robert (OS/ASPR/IO) b6 
Subject: Re: Funding for COVID Variants Program 
Importance: High 


Kevin, 
&) @). ©) 6) 

Thanks, 
Larry 
From: "Bugin, Kevin" < b6 
Date: Saturday, January 16, 2021 at 4:56 PM 
To: "Shapiro, Neil (NIH/OD) [E]" < b6 >, "Cash, Lester (HHS/ASFR)" < b6 
Ce: "Menetski, Joseph (FNIH) [T]" b6 >, "Tabak, Lawrence (NIH/OD) [E]" 

b6 "Wholley, David (FNIH) [T]" b6 , "Windom, Robert 
(OS/ASPR/IO)" < b6 


Subject: Funding for COVID Variants Program 


Hi Neil and Lester, 
Please allow me to introduce you both. 


(&) (4), (&) (5) 


COLL0000019497 


(©) @). &) G) 


Thanks! 


Kevin B Bugin, PhD, MS, RAC 

Operation Warp Speed, 

Therapeutics Program Manager/Chief of Staff 
Mobile: b6 


COLL0000019497 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/23/2020 9:12:31 AM 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

ce! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: FW: CVS 

Attachments: Interest in CVS collaboration? 


Hi Gretchen, 
Here’s a complicated task for you to work on. Need to set up a 45 minute Zoom call with multiple IC Directors 
(see list below) and Michael Cohen of CVS (David Wholley can get you contact info for Cohen). The 


explanation for the meeting is in the attachment. 


Thanks, Francis 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Sunday, November 22, 2020 10:08 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: CVS 


Shall | reach out to NIDDK, and NIAID? 
Yes, that would be a good next step. 


From: Francis Collins < b6 

Date: Sunday, November 22, 2020 at 9:57 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: CVS 


Wow, that’s a lot. But not NIAID or NIDDK? | would think the next step would be to set up a discussion with 
Michael Cohen of CVS and the relevant ICs. Shall | ask Gretchen to work on that? 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Sunday, November 22, 2020 9:50 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: CVS 


Francis, 
As of this evening, the following ICOs responded that they were interested in learning more about a no-obligation 
discussion with CVS leadership: 

e =NCATS 

® NCl-—several people at NCI are already working with CVS 


COLL0000019498 


e NEI 


e NHGRI 
e NHLBI—(as you know) NHLBI is at the point of ACTIV4 that is already part of the initial “pilot” collaboration with 
cvs 


e@ NIA - they already support an award to Kevin Volpp and a partnership with CVS through his Roybal 


Center: https://chibe.uipenn edu/about/partners/ . They anticipate funding a supplement proposal from the 
Collaboratory to partner with CVS on vaccines (not tests). 


e NICHD 
e NIDA 
e NIDCR 
e NIMH 
e = NIMHD 
e@ NINR 
e NLM 
e OD 
Q AoU 
Oo OAR 
Please let me know if | can help you with next step(s). 
Larry 


COLL0000019498 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/29/2020 7:06:02 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: Appreciation 

Dear David, 


At this Thanksgiving season, | am deeply grateful for a lot of things, but especially for people who have helped all of us at 
NIH get through major pandemic challenges in 2020. You have been simply masterful in juggling the multiple 
components and goals of the ACTIV Partnership, while also making sure that other partnerships like AMP and PACT 
continue to flourish. Your dedication, experience, and wise counsel have meant a lot to me over these months. Of 
course, we're not done with these struggles yet, but | want you to know you are a treasure for all of us at NIH. 


With deep gratitude, 


Francis 


COLL0000019506 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 11/30/2020 2:43:39 AM 

To: Diane Baker [ bé6 
Subject: FW: Appreciation 

From: Wholley, David (FNIH) [T] < b6 
Sent: Sunday, November 29, 2020 8:52 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: Appreciation 


Wow, Francis, thanks so much. All | can say it is an honor to serve, and to continue to have the pleasure of working with 
you! 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Sunday, November 29, 2020 2:06 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: Appreciation 

Dear David, 

At this Thanksgiving season, | am deeply grateful for a lot of things, but especially for people who have helped all of us at 
NIH get through major pandemic challenges in 2020. You have been simply masterful in juggling the multiple 
components and goals of the ACTIV Partnership, while also making sure that other partnerships like AMP and PACT 
continue to flourish. Your dedication, experience, and wise counsel have meant a lot to me over these months. Of 
course, we're not done with these struggles yet, but | want you to know you are a treasure for all of us at NIH. 


With deep gratitude, 


Francis 


COLLO0000019507 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/4/2020 2:30:35 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

cc; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Klock, Kevin (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d6a4795309e54d3d887b0051aa88183b-klockka] 

Subject: RE: Conversation with Lu et al 


Thanks for this excellent summary! 


FC 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, December 3, 2020 6:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 Klock, Kevin (FNIH) [T] < b6 


Subject: Conversation with Lu et al 
Dear Francis and Larry, 
As we mentioned, we had a conversation for slightly over one hour with members of the Biden Transition 


Team. Present were Lu Borio, Vin Gupta, Danielle Carnival, David Kaslow, Jose Cordero and Zeke Emanuel. David 
Wholley, Kevin Klock and me (who could not get my mike to work— maybe just as well ©). 


(&) (5) 


COLL0000019518 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES50D2FFOB6C2-COLLINSF] 


Sent: 12/5/2020 9:39:13 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

cee Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Aviptadil Adjudication Meeting 

Thanks for the heads up on this. () (5) 

FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Saturday, December 5, 2020 1:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FYI: Aviptadil Adjudication Meeting 


Dear Francis: 
(&) @), (&) ) 


COLL0000019551 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/7/2020 10:24:24 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: NHLBI platform trial 


Yes, let’s discuss... 


From: Wholley, David (FNIH) [T] < b6 
Sent: Sunday, December 6, 2020 10:13 PM 
To: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FW: NHLBI platform trial 


Forwarding to you the salient part of this email chain. Suggest we discuss in war room tomorrow. 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Sunday, December 6, 2020 8:57 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: Fwd: NHLBI platform trial 
FYI 
Sent from my iPhone. Please excuse the brevity and typos. 


Begin forwarded message: 


From: "Lane, Cliff (NIH/NIAID) [E]" < b6 
Date: December 6, 2020 at 8:49:47 PM EST 

To: "Adam, Stacey (FNIH) [T]" < b6 

Ce: "Patterson, Amy (NIH/NHLBI) [E]" b6 


Subject: Re: NHLBI platform trial 


Any/Stacey, 


Thanks for the emails and identifying an immediate way forward. My sense is the general issue 
is best given to the ACTIV executive committee. That group contains Francis, Tony, Gary and 
Janet. | think they are in the best position to identify a clear path we can follow. 


Cliff 


On Dec 6, 2020, at 7:11 PM, Adam, Stacey (FNIH) [T] be > wrote: 


Dear Amy, 


COLL0000019552 


Thank you for letting us know that ACTIV-4 has decided not to put a concept forward 
and that they are supportive of the ACTIV-3 team with the PETAL and CTSN reps leading 
their concept. | will send a note to the group who met Friday letting them know the 
team’s decision. 


As for the broader discussion of adjudicating which agents should go to which ACTIV 
trial after review by the ACTIV Agent Prioritization Committee subteams, | would be 
happy to help arrange a time for us to continue the discussion of connection and 
collaboration between ACTIV and CONNECTS. Please just let me know when you would 
like me to get this scheduled. 


Finally, as for the communication with Janet, | will let Cliff weigh in on the timing for this 
and what discussions should occur ahead of that discussion. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direet: b6 | Mobile: b6 

From: Patterson, Amy (NIH/NHLBI) [E] b6 

Sent: Sunday, December 6, 2020 6:31 PM 

To: Lane, Cliff (NIH/NIAID) [E] b6 >; Adam, Stacey (FNIH) [T] 
b6 


Subject: Re: NHLBI platform trial 


Dear Cliff and Stacey, 
(6) G) 


COLL0000019552 


)G) 


With these points in mind, | would propose that we have a discussion early this 
week to determine whether further communications are warranted and, if so, 
what kind, especially since Janet is aware and supportive of the plans for ACTIV 
4. Looking forward to speaking with you. 


Best Regards, 
Amy 


COLL0000019552 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/7/2020 10:52:35 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 


BCC: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Subject: Coordination between COVID clinical trial networks 


Hi Gary and Tony, 


There’s been a recent situation where the need to test a potential COVID-19 therapeutic agent led to some competition 
amongst ACTIV and CONNECT trial leadership. Similar things have happened occasionally in the past with ACTIV and 
ACTT. This is not a big deal, but | think it would be good for us to have a conversation about how best to adjudicate such 
circumstances. I'd like to bring us together, and would encourage each of you to include a +1 for your IC’s clinical trials 
(I’m guessing Cliff Lane and Amy Patterson, but that’s your call). I'd like Larry Tabak to attend, and I'd also like David 
Wholley and Stacey Adam to join us in order to describe current processes like the Trial Oversight Committee, but | don’t 
expect FNIH to be the ones to propose a process going forward — we NlHers can do this. 


I'm ccing Gretchen and Ayanna to ask them to find a time for a 30 minute Zoom call. 


Francis 


COLL0000019554 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/9/2020 11:36:50 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: Best ppts to show what ACTIV has done? 

Attachments: Day 1 ACD Agenda Dec 10 2020 FINAL.docx 


Hi David, 


For the Advisory Committee to the Director meeting tomorrow, I'd like to provide a quick snapshot of ACTIV 
accomplishments as part of the initial Director’s Report (see attached agenda). The rest of the afternoon will then be 
devoted to specific presentations on COVID. In the Director’s Report, I’d like to let the ACD members know about the 
remarkable achievements of ACTIV that have set the stage for much of what they are going to hear. 


| have lots of slide sets from Ex Comm and LT meetings, but | don’t have a great library of summary ACTIV slides to pick 
from. | can show the roster of attendees at the most recent Leadership Team meeting — but what would you suggest for 
3-4 slides that would highlight the most significant accomplishments of the four WGs? I'm hoping you might already 
have something put together for this purpose that | could incorporate. To fit this all together for tomorrow, I’d need 
something by COB. 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/9/2020 5:36:16 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Quick note 

Hi Maria, 


Thanks for flagging the issue. The wonderful collaborative spirit that has characterized the NIH and FNIH 
efforts on COVID-19 is one of the reasons we have made so much progress. | know that | depend heavily on 
the ability to reach out to David, Stacey, Joe, and Mike about emerging issues that have direct relevance to 
ACTIV. But | agree that this should not result in any of us taking this kind of support for granted. Please let me 
know if you encounter other examples that need to be addressed. 


Francis 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, December 9, 2020 12:00 PM 
To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Quick note 


Hi Francis. (b) (4). (6) (5) 
(®) (4). (&) G) 


lam happy to discuss further. All the best, Maria 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/10/2020 3:28:07 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc] 

Subject: RE: 12.16 ACTIV EC and LT Meeting Proposed Agenda_20201209.pptx 


Looks right to me! 


From: Wholley, David (FNIH) [T] < v6 

Sent: Wednesday, December 9, 2020 5:46 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Appell, Evan < b6 Gonzalez, Nina < b6 Freire, Maria (FNIH) [T] 
< b6 


Subject: 12.16 ACTIV EC and LT Meeting_Proposed Agenda_20201209.pptx 


Hi Francis, please see the “annotated agenda” we propose for the Leadership Team meeting next week. The sub-bullets 

would not appear on the final agenda slide for the meeting; they just give you a sense of what would be covered in each 

segment. We are trying to get an early read on this so we can start producing slides. Would appreciate your feedback at 
your earliest convenience. 

Thanks, 

David 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/11/2020 2:07:05 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: RE: "Lessons learned" document proposed by OWS 


Hmm. Yes, let’s discuss at War Room tomorrow. 


Fe 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, December 10, 2020 3:51 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < b6 
Cc: Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: "Lessons learned" document proposed by OWS 


Hi Francis and Larry: 
(&) 4), (&) (5) 


Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

ihorg 

11408 Rockville Pike Suite 600 North Bet 


da, MD 20852 
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Tn 2019, the FNIH earned the highest rating fiom Charity Navigator for the fifth consecutive pear and was recognized 
as an organization that exceeds industry standards, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/11/2020 1:33:31 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

cc! Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: War Room Calls - January and Leadership Team Call - January 

Yes and yes 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, December 11, 2020 7:44 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 


Subject: War Room Calls - January and Leadership Team Call - January 


Francis: 

Cheryl has reminded me we need to make a decision around now about what we are doing for 2021 ACTIV 

meetings. We currently have war room calls set up only through January 8. Shall we extend them? And shall we put a 
Leadership Team/EC combined meeting on the books for sometime mid-month as we did in December? 

Thanks, 

David 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Thursday, December 10, 2020 3:47 PM 

To: Wholley, David (FNIH) [T] < v6 > 

Cc: Menetski, Joseph (FNIH) [T] < b6 

Subject: War Room Calls - January and Leadership Team Call - January 


Should | extend these through the end of January. | have them set up now through January 8, 2021. 


Also, should we schedule a combined EC/Leadership team call for January? |n looking at calendar this would fall on 
Inauguration Day January 20. Should we look at the following week, January 27? 


Cheryl 


Cheryl Melencio 

Administrative Manager, Ri h Partnerships 
Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-1 org/pandemic 


FNIH RANDEMIC 
RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/13/2020 8:14:34 PM 
To: Steve Paul [ b6 
ee: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: Meet the Press / terrific job ! 


Hi Steve, 
Thanks for your encouraging message — much appreciated! It really has been an amazing year for scientific 
partnerships like ACTIV —and FNIH has made this possible by their remarkable skills in program design and 


management. There are definitely some major lessons here. 


All the best, Francis 


From: Steve Paul < b6 

Sent: Sunday, December 13, 2020 10:50 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Meet the Press / terrific job ! 
Hi Francis , 


What an inspirational interview this morning . You are always such a terrific communicator but today your impassioned 
plea was really outstanding even for you ! 


Nice job ! 


Also , a really great moment for science but also for public : private partnerships ! Arguably one of our biopharma 
ecosystem’s (which includes NIH / academia ) finest moments ! ..... your leadership / work to assure that the members 
of that ecosystem are working well together , despite all the complex political and business issues , may go down as one 
of your most important ( among many ) contributions . 


Many thanks , 
Steve 


Steve Paul, M.D. 
CEO and Chairman 


Karuna Therapeutics, Inc. 
33 Arch Street, Suite 3110 
Boston, MA 02110 

b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/14/2020 1:25:06 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmenus]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f4 1d84-freiremc]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 

Subject: RE: ACTIV Leadership call 


OK 


From; Wholley, David (FNIH) [T] < b6 

Sent: Sunday, December 13, 2020 7:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Melencio, Cheryl (FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, 
Ayanna (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < v6 Santos, Michael (FNIH) 
[Tl< v6 Appell, Evan < b6 Gonzalez, Nina < b6 

Subject: FW: ACTIV Leadership call 


Just fyi concerning our accomodations for Larry C for Wednesday's LT. Sounds like no change to schedule. David 


From: Corey MD, Larry < b6 

Sent: Saturday, December 12, 2020 2:28 AM 

To; Santos, Michael! (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Cc: Minnich, Beth < b6é Appell, Evan < b6 


Subject: RE: ACTIV Leadership call 


Appreciate it 


From: Santos, Michael! (FNIH) (T] < b6 > 

Sent: Friday, December 11, 2020 11:55 AM 

To: Wholley, David (FNIH) [T] b6 >; Corey MD, Larry < b6 
Cc: Minnich, Beth < b6 ; Appell, Evanb 


Subject: RE: ACTIV Leadership call 
Hi all, 


It sounds like this will be easy to work out. If we schedule Vaccines 3%, that discussion should begin around 8am PT / 
11am ET, which will be well after the 7:30am PT scheduled end of UW Grand Rounds. 
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Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President. Science | Foundation for the Nation; 


From: Wholley, David (FNIH) [T] b6é 

Sent: Friday, December 11, 2020 2:37 PM 

To: Corey MD, Larry < b6 

Ce: Minnich, Beth < b6 ; Santos, Michael (FNIH) [T] < b6 : Appell, Evan 
b6é 

Subject: RE: ACTIV Leadership call 


Hi, Larry — we are scheduled to spend 75 minutes of our time, from 10:05 AM — 11:20AM, to hear from three working 
groups including Vaccines, with a 20 minute slot suggested for Vaccines. We can schedule that anytime (i.e., 1°t, 2", 
3") during the stated window to accommodate your grand rounds. Let us know what you'd like to do. Please copy 
Mike Santos and Evan Appel on your reply. 

Regards, 

David 


From: Corey MD, Larry b6 > 
Sent: Friday, December 11, 2020 2:16 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Minnich, Beth b6 

Subject: ACTIV Leadership call 


David 


| have a potential conflict for the ACTIV leadership call on Dec 16. | am told there isa desire to discuss the 
Transmission / College trial on the call . |have been scheduled to give Grand Rounds toa medical group at 
UW for a couple months from 630 to 730 am PT .As the transmission trial is of more importance to 
me | wonder if it’s possible to structure the ACTIV Leadership call for me to adhere to my 

commitment . So hence the email . If the transmission trial is not on the agenda .. ok 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/14/2020 1:19:43 AM 

To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

Subject: FW: New important info re: fluvoxamine 

Hi Janet, 


| followed up your note from Wash U with a query to David Wholley. See response below. Probably you 
already know all this, but just in case... 


Francis 


From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, December 13, 2020 7:50 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 

Subject: RE: New important info re: fluvoxamine 


Francis, 

Our agent prioritization sub-group of the ACTIV TX Clinical WG reviewed fluvoxamine on their 11/20 call and 
recommended it for ACTIV-2. However the company subsequently decided to pursue their own trial. Here is where we 
are with all the drugs considered by ACTIV: 


Drugs Prioritized for ACTIV Trials: 
Camostat 

Monoclonal antibodies 
Remdesivir 

Interferon beta 


Prioritized by ACTIV, but chose their own trials: 
Fluvoxamine 
MK-4482/EIDD-2801 (Ridgeback) 


(b) (5) 
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From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, December 13, 2020 2:50 PM 

To: Wholley, David (FNIH) [T] b6 ; Adam, Stacey (FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) 
[E]< b6 

Subject: FW: New important info re: fluvoxamine 


See note and link below. I’m surprised that an immunomodulatory approach would work on outpatients — but 
this makes that claim. Have these small molecules been considered in the Therapeutics-Clinical WG’s 
prioritization process? 


FC 

From: Woodcock, Janet < b6 
Sent: Sunday, December 13, 2020 8:58 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: New important info re: fluvoxamine 


Per this individual’s request. We think there is a large study organized at Wash U, are following up to make sure it is 
going 


| do regret not organizing a large outpatient screening trial for re-purposed agents. jw 


From: Steve Kirsch < b6 

Sent: Friday, December 11, 2020 11:34 AM 
To: Woodcock, Janet b6 
Subject: New important info re: fluvoxamine 


Posted here: 
https://www.treatearly.org/promising-drugs 


It includes reference to Francis Collins post. Can you make him aware we are validating what he wrote in spades? This 
link has new, previously unpublished info at the large cohort at GG fields. 


Thanks! 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/14/2020 1:26:40 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: New important info re: fluvoxamine 


From: Woodcock, Janet < b6 

Sent: Sunday, December 13, 2020 8:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: New important info re: fluvoxamine 


Thanks much. Just want to make sure all these are screened in one way or another. Leronlimab we have followed up 
on otherwise, believe it is covered. | know some people are still enthusiastic about ivermectin and also cyclosporine but 
the scientific review have not prioritized these very high. JW 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Sunday, December 13, 2020 8:20 PM 

To: Woodcock, Janet b6 

Subject: FW: New important info re: fluvoxamine 


Hi Janet, 


| followed up your note from Wash U with a query to David Wholley. See response below. Probably you 
already know all this, but just in case... 


Francis 


From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, December 13, 2020 7:50 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T] b6 >; Lane, Cliff 
(NIH/NIAID) [E] <cl b6 

Cc: Freire, Maria (FNIH) [T] b6 

Subject: RE: New important info re: fluvoxamine 


Francis, 

Our agent prioritization sub-group of the ACTIV TX Clinical WG reviewed fluvoxamine on their 11/20 call and 
recommended it for ACTIV-2. However the company subsequently decided to pursue their own trial. Here is where we 
are with all the drugs considered by ACTIV: 


Drugs Prioritized for ACTIV Trial 
Camostat 


Monoclonal antibodies 
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Remdesivir 
Interferon beta 


Prioritized by ACTIV, but chose their own trials: 
Fluvoxamine 
MK-4482/EIDD-2801 (Ridgeback) 


(b) 6) 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Sunday, December 13, 2020 2:50 PM 
To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) 
(3) b6 


Subject: FW: New important info re: fluvoxamine 


See note and link below. I’m surprised that an immunomodulatory approach would work on outpatients — but 
this makes that claim. Have these small molecules been considered in the Therapeutics-Clinical WG’s 
prioritization process? 


FC 

From: Woodcock, Janet < b6 
Sent: Sunday, December 13, 2020 8:58 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: New important info re: fluvoxamine 


Per this individual’s request. We think there is a large study organized at Wash U, are following up to make sure it is 
going 


| do regret not organizing a large outpatient screening trial for re-purposed agents. jw 


From: Steve Kirsch < b6 

Sent: Friday, December 11, 2020 11:34 AM 
To: Woodcock, Janet b6 
Subject: New important info re: fluvoxamine 


Posted here: 
https://www.treatearly.org/promising-drugs 
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it includes reference to Francis Collins post. Can you make him aware we are validating what he wrote in spades? This 
link has new, previously unpublished info at the large cohort at GG fields. 


Thanks! 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/14/2021 12:34:51 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: WV and ACTIVs update 


Thanks. Jon is not the most diplomatic correspondent. 


From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, January 14, 2021 7:13 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: WV and ACTIVs update 


We are working on a response to this which | will send directly to Jon within the hour. 


From: Lorsch, Jon (NIH/NIGMS) [E] b6 > 

Sent: Thursday, January 14, 2021 6:10 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 
Ce: Adam, Stacey (FNIH) [T] b6 


Subject: FW: WV and ACTIVs update 


Francis, David, 


(b) (5) 
Jon 
From: "McGuirl, Michele (NIH/NIGMS) [E]" b6 
Date: Wednesday, January 13, 2021 at 5:36 PM 
To: "Adam, Stacey (FNIH) [T]" b6 
Ce: "Lei, Ming (NIH/NIGMS) [E]" « b6 ."Lorsch, Jon (NIH/NIGMS) [E]" < b6 


Subject: WV and ACTIVs update 


From Sally: All but ACTIV-3 are the result of NIGMS & CTR efforts. 
Michele 


Activ 1: Plis Dr. Becky Reece. CTA has been back and forth — Anticipate WVU to sign this week. Trial can then open 
next week — we have trial drug. 


Activ 2: Plis Dr. Hannah Hazard-Jenkins. Are almost ready to open Version 2, however, awaiting drug and signing of 
CTA. IRB approved. Version 3 just came through today and now includes an inhaled drug for 2 weeks and an oral drug as 
well as multiple monoclonals administered via IV infusion. Each of these drugs has slightly different CRFs. There isan 
informed consent for each of the potential drugs that a patient may be assigned to —i.e., >50 pages that potential 
participants must read through and sign. At some point, trial efficiency needs to be balanced against the burden on 
potential participants and the complexity of trial conduct for site personnel. 
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Activ 3: Plis Dr. Badwahr (This trial came through the CT surgery trials network and was open in October but then put 
on hold from NIH). Reopened about 2 weeks ago — (b) (4), (&) (5) 


Activ 4a: Plis Dr. Sharma. It is opening to enrollment today 


Activ 4b; co-Pis: Drs. Lewis and Hodder. Redlined CTA just back yesterday from Pitt. We are awaiting CTA 
signature. IRB approved 


Activ 4c: PI— Dr. Krupica. We submitted feasibility survey 1 week ago and have not heard back if we have been site 
selected. 


Activ 5: Pl ~ Dr. Becky Reece CTA has been back and forth — we anticipate WVU signing this week. We have drug and IRB 
approval - will open as soon as CTA signed. 


COLL0000019590 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/23/2020 4:45:44 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


| think that would be helpful, at least for the first part, as long as that’s ok with you and David. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, December 23, 2020 10:04 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Francis, are you asking Joe to join the war room call? M. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, December 23, 2020 9:58 AM 

To: Menetski, Joseph (FNIH) [T] b6 

Ce: Wholley, David (FNIH) [T] b6 ; Freire, Maria (FNIH) [T] b6 Tabak, Lawrence 
(NIH/OD) [E] <" b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
+Larry 
Hi Joe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1) | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cde.gov/coronavirus/2019-ncov/more/scientific-brief-emerging- 
variant.htm! They also have the SPHERES effort. But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 

2) | think there’s a typo on p. 5 where you say the budget for Step 5 is (b) (4) 

() @) 


3) 
&)@ There will also need to be 
consideration about sustainability - what happens after December 2021? Shouldn't this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 


COLL0000019621 


From: Menetski, Joseph (FNIH) [T] b6 
Sent: Tuesday, December 22, 2020 11:01 AM 


To: Collins, Francis (NIH/OD) [E] < b6 sav> 
Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [1] b6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fnih.org 
11400 Rockville Pike, Suite 600, Noxth Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH BANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/23/2020 2:58:11 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52de4a427ea3d34f1e072f8cb7-menetskijp] 

Ls Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_F1.docx 


+Larry 
HiJoe, 


Thanks for forwarding this proposal. It looks to be well designed. Just three points: 

1) | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 
proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cdc.gov/coronavirus/2019-ncov/more/scientific-brief-emerging- 
variant.htm| They also have the SPHERES effort. But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 

2) | think there’s a typo on p. 5 where you say the budget for Step 5 is (b) (4) 

(b) 4) 


3) 


©) (4) ; "There will also need to be 
consideration about sustainability - what happens after December 2021? Shouldn't this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, December 22, 2020 11:01 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(ENIH) (T] < b6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 
| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 


Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


COLL0000019622 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Foseph P, Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 


b6 fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| fing vis) 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19; fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/24/2020 5:16:55 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Can Cheryl set up our plan for next week —i.e. 8 am on Wednesday for War Room? 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, December 23, 2020 11:48 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: Re: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Yes, we'll let him know. | am hoping to give my folks a break for the 24th and 25th. They need it. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Wednesday, December 23, 2020 at 11:45:45 AM 
To: "Freire, Maria (FNIH) [T]" < b6 

Ce: "Wholley, David (FNIH) [T]" < b6 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


| think that would be helpful, at least for the first part, as long as that’s ok with you and David. 


From: Freire, Maria (FNIH) [T] < b6 

Sent; Wednesday, December 23, 2020 10:04 AM 
To; Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] b6 > 


Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


Francis, are you asking Joe to join the war room call? M. 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Wednesday, December 23, 2020 9:58 AM 

To: Menetski, Joseph (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 ; Freire, Maria (FNIH) (T] b6 >; Tabak, Lawrence 
(NIH/OD) [E] b6 

Subject: RE: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 


+Larry 
HiJoe, 
Thanks for forwarding this proposal. It looks to be well designed. Just three points: 
1. | was glad to see CDC staff (Jernigan, McCannell) listed as co-authors. Starting in January, they are 


proposing to sequence 10 viral genomes biweekly from each of the states — or about 1000 genomes 
per month. https://www.cde.gov/coronavirus/2019-ncov/more/scientific-brief-emerging- 


COLL0000019625 


variant.htm! They also have the SPHERES effort. But CDC’s track record for data release of pathogen 
genomes has been quite poor. Are they absolutely locked into immediate release to NCBI? 
2. | think there’s a typo on p. 5 where you say the budget for Step 5 is ) (4) 
®@ 
3 
(Ore) There will also need to be 


consideration about sustainability - what happens after December 2021? Shouldn't this be thought of 
as a multiyear plan? OWS seems to be able to provide no-year money. 


Let’s discuss at the War Room at 5:30 PM. 


FC 

From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, December 22, 2020 11:01 AM 

To: Collins, Francis (NIH/OD) [E] < b6 > 

Ce: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] b6 ; Freire, Maria 
(FNIH) [T] < b6 


Subject: Proposal for national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Dear Francis, 


| have attached the proposal for ACTIV support of tracking variants and reporting potential threats based on the ACTIV 
Preclinical subgroup effort. This was designed with input from a very diverse group that had representatives from NIH, 
CDC and FDA. 


If you have any questions, please let me know and | will be happy to discuss, or set up a meeting with members of the 
group to help explain the proposal. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D, 

Associate Vice President, Research Partnerships 

Foundation for tional Institutes of Health 
b6 fnih.ors 

11400 Rockville Pike. 


ing ¥ io) 


Donaie to the FNIH’s Pandemic Response Pund te combat COVID-19: fnih.org/pandemic 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 12/29/2020 3:22:58 PM 

To: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmeanus]) 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

Subject: HHS does it again 


Hi Ayanna, 
HHS has just scheduled one of those Secretary + doctors meetings — for 8 — 8:30 AM tomorrow. That was supposed to 
be our one ACTIV War Room meeting this week, which will now have to be rescheduled. Can you work with Cheryl to 


find a time later in the day that will work for the War Room team? 


FC 


COLL0000019630 


From: 


Sent: 
To: 


cc: 


Subject: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

12/21/2020 3:05:37 PM 

Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Graham, Barney (NIH/VRC) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=171892ff532b4c208a546e6fc7 e87b8a-beraham]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427e23d34f1e072f8cb7-menetskijp] 

Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci); Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Marston, Hilary (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

URGENT: need to know all there is to know about NSO1Y 1:30 pm today 


Attachments: RE: NSOLY variant in the UK 


Hi all, 


The Secretary has called an urgent meeting to discuss the significance of the UK NS01Y mutation — which has now led to 
rapid cessation of travel to and from the country. Attached is an earlier communication with John and Barney about 
this. Tony and | need to know everything you know about this variant (and the other mutations that are travelling on 
the same viral strain). Questions I'd love to have your best thinking on would include: 


1) 


2) 
3) 
4) 
5) 
6) 
7) 


What's the evidence that this virus is more transmissible? Could the rapid appearance in the UK just be on the 
basis of superspreader events? 

ls there any evidence that it causes more severe disease? 

Whatis the likely impact of this mutation on the spike protein/RBD structure? 

Whatis the likely impact on ACE2 binding? Any data on that? 

Will any of the mutations in this strain affect binding/efficacy of Lilly or Regeneron monoclonals? 

Will any of these mutations alter efficacy of vaccines, or will polycionality of immune response take care of that? 
What in vitro and in vivo experiments are already underway in the UK? 


Any information you can collect in advance of the 1:30 pm meeting would be greatly appreciated. Apologies if this 
request is duplicating efforts already underway in NIAID/VRC. 


Francis 


COLL0000019647 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 
Sent: 12/20/2020 11:28:02 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Graham, Barney 
(INIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=171892f532b4c208a546e6fc7e87b8a-beraham] 
GG Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabe42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 
Subject: RE: NSOLY variant in the UK 
Attachments: Kemp - UK transmission S-protein variant.pdf; Report-1_COG-UK_19-December-2020_SARS-CoV-2-Mutations.pdf 


From Barney, 


We'll digest and summarize. 


From: Mascola, John (NIH/VRC) [E] 
Sent: Sunday, December 20, 2020 5:58 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Menetski, 
Joseph (FNIH) [T] < b6 Graham, Barney (NIH/VRC) [E] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 
Anderson, James (NIH/OD) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: RE: NSO1Y variant in the UK 
Francis, 
Is there a primary paper here — other than news reports? | don’t see anything posted on bioRxlv. 


We are making at testing most of the common variants including D614G, M439K and others. They can be made as Env 
pseudoviruses in BSL2 and tested vs vaccine sera. 


For now, we can model 501Y onto the structure — and see exactly where it is, while we make the variant. 
In vivo transmissibility and pathogenicity data would take longer — but perhaps some in UK have done this. 


COLL0000019648 


New variants will continue to occur — so without a specific reason for concern, we should take them in stride and track 
and study them as you suggest. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, December 20, 2020 4:06 PM 

To: Wholley, David (FNIH) [T] b6 >; Menetski, Joseph (FNIH) [T] bé Graham, Barney 
(NIH/VRC) [E] < b6 Mascola, John (NIH/VRC) [E] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < bé ; Freire, Maria (FNIH) [T] < b6 ; Tabak, 
Lawrence (NIH/OD) [E] < bé >; Austin, Christopher (NIH/NCATS) [E] < b6 

Anderson, James (NIH/OD) [E] b6 Patterson, Amy (NIH/NHLBI) [E] b6 

Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: N501Y variant in the UK 
Hi David, Joe, Barney, and John, 


The N5O1Y variant in the spike protein has risen rapidly in frequency in the UK and is causing much alarm there about 
increased transmissibility, now causing 62% of cases in London. See https://www.ws].com/articles/what-we-know- 
about-the-new-covid-19-strain-in-england-11608423416 Has the ACTIV mutation tracking team already jumped on this 
to see what its effects on vaccines and mAbs might be? Have the VRC experts already done an assessment of this one? 


Francis 


COLL0000019648 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 1/3/2021 10:11:52 PM 
To: Schuchat, Anne MD (CDC/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=55c0009bS8a946e38385932e0d9a964d-ACS1]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a4 2aecb9a0d9b96c-NARS]; Redfield, Robert R. (CDC/OD) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=0002721fddd148e3b97dSe6086a01629-olx1.CDC]) 
ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Slaoui, Moncef 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d66S0ac6d6ef-Moncef.Slao]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]) 
Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 
Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1yS0.docx 


Dear Bob, Anne, and Nancy, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposal! about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. As you can see on page 5, Dan Jernigan and Duncan McCannell were 
significant contributors to the design. This proposal would cover the analysis of 50 mutations in calendar year 
2021, and includes $2M for CDC sequencing support to enhance surveillance. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the full endorsement of CDC. I’d be glad to discuss this further by phone if that would be helpful. Joe 
Menetski of the Foundation for NIH has been the primary curator of the plan, and would also be glad to 


provide further details about its components. 


Best regards, Francis 


COLL0000019659 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/3/2021 10:17:55 PM 

To: Disbrow, Gary (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John] 

cc: Kadlec, Robert (OS/ASPR/IO) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7f23b72e23e047e98fb6f136e865d60a-Robert.Kadl]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 laf52dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabak|]; Slaoui, Moncef 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d66S0acéd6ef-Moncef.Slao) 

Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1yS0O.docx 


Dear Gary and Robert, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposa| about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. BARDA also had an opportunity to help shape this (Karl 
Erlandson). This proposal would cover the analysis of 50 mutations in calendar year 2021. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the support of BARDA. I'd be glad to discuss this further by phone if that would be helpful. Joe Menetski of 
the Foundation for NIH has been the primary curator of the plan, and would also be glad to provide further 


details about its components. 


Best regards, Francis 


COLL0000019661 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/5/2021 1:20:08 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ce! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: Budget for drug development 


Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_F6.docx 


Actually, since Lu represents the incoming administration with a longer horizon, | think it would be fine to send 
her the three-year (b) (4) proposal. See attached. 


FC 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Monday, January 4, 2021 8:02 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: Budget for drug development 


We'll pull Joe in and get back to you. Also, we are speaking with Lu et al tomorrow at noon. OK to send her the proposal 
you sent to Moncef on variants? M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, January 4, 2021 7:52 PM 

To: Wholley, David (FNIH) [T] b6 

Ce: Freire, Maria (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] </ b6 ; Austin, 
Christopher (NIH/NCATS) [E] b6 Lane, Cliff (NIH/NIAID) [E] b6 ; Anderson, 
James (NIH/OD) [E] b6 ; Patterson, Amy (NIH/NHLBI) [E] b6 >; Parker, 
Ashley (NIH/OD) [E] < b6é 


Subject: Budget for drug development 

Hi David, 

This morning in the War Room call, we talked about the need to refresh the preclinical WG ask for the COVID drug 
development program, building on the November 6 antiviral workshop (and perhaps other items also). The most recent 
budget | have for preclinical therapeutic discovery is (b) (4) . Let’s just say that there is an opportunity to make a pitch 
about this by tomorrow afternoon (yes, sorry). Could | at least get a rapid turnaround review of that number, and a 
paragraph about what it would go for? 

Yes, this is a bit crazy. 


Francis 


COLL0000019682 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/5/2021 7:25:07 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2de4a427ea3d34f1e072f8cb7-menetskijp] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f0S8dbf75b31b-hallettaa] 

Subject: FW: Budget and short description of pandemic preparedness Preclinical agent development 

Attachments: Pandemic preparedness preclinical agent development overview F1.docx; Pandemic Preparedness preclinical budget 
estimate total 2021d.xIsx 


Thanks, Joe. As the supplement money will be “no-year” or maybe “five-year”, we should probably consider 


the budgetary needs for a multiyear effort. (b) (4) 

Francis 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, January 5, 2021 1:00 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < v6 
Cc: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Budget and short description of pandemic preparedness Preclinical agent development 
Dear Francis, 


| have worked with Christine, Chris Austin and Jim Anderson to update the proposal that we made last year to include a 
broad approach to new agent development. | have attached the budget in excel format and a short description of the 
approach for your review. 


(b) (4) You will see the assumptions in the excel file for this figure. 
We have not been able to get broad input from other I/Cs or agencies, but can do that in future iterations, if needed. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 org 
11400 Rockville Pike, Suite 600, Nerth Bethesda, MD 20852 


Abo 
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COLL0000019688 
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COLL0000019688 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/6/2021 4:51:51 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

| Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: LT/EC meetings going forward 


That sounds right to mw 


From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, January 6, 2021 11:51 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: LT/EC meetings going forward 


Hi Francis, 

Prior to the holidays you agreed to schedule a single combined EC/LT meeting for ACTIV in January, but we need to be 
thinking now about what to do in future as people’s calendars are starting to fill up. Shall we set a monthly combined 
EC/LT meeting for somewhere around the middle of the month, same length as current meetings, through, say, June? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


tn 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organisation that exceeds industry standards. 


COLL0000019698 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 1:46:10 AM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp] 

ce: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE; Pandemic Preparedness proposal 

Attachments: Preclinical therapeutic development overview_F1 fsc.docx; Pandemic Preparedness preclinical budget estimate total 
2021 Final Draft.xlsx 


+JimA 
+ Larry 


Hi Joe et al., 
Thanks for your rapid work on this! 


The text does a nice job of walking through the steps of going from target to Phase 1. But in its present form, 
it sounds rather generic about what pathogen would be attacked. | was apparently not clear enough — from 
DK, the expectation is that this program would focus immediately on drugs directed against 

coronaviruses. Ideally one would want to find antivirals that would be active against the whole class, and the 
November 6 workshop seemed to indicate that might be possible. But at a minimum, we need small molecule 
drugs that are highly effective against SARS-CoV-2. Future outbreaks, perhaps with mutant genomes that 
cause current vaccines to fail, are entirely possible. We want to be ready. Better yet if we can develop drugs 
that will be effective against the next bat-out-of-hell (or is that hell-out-of-bat?) virus that hasn’t even been 
discovered yet. It’s fine to draft this proposal to make it clear that other pathogens from other viral or 
bacterial classes could be approached too — in fact, that’s a plus. But coronaviruses should be center 

stage. That means referring specifically to the most compelling targets from November 6, so that this is clearly 
a plan that is armed with detailed knowledge of the opportunity. 


DK specifically mentioned an interest in knowing where the $3B would go — NIH, BARDA, or elsewhere. The 
BARDA part doesn’t come across in the text or the spreadsheet. 


Speaking of the spreadsheet, the information you have provided there is elegantly specific, but it’s too much 
detail for what DK wants. I'd like to see a simpler table where the rows are the main headings (your bold type) 
from your Excel file. The columns are years (FY21 — 25), each with three subcolumns for NIH, BARDA, and 
FNIH. Fill in the numbers. 


Does that sound workable? Any chance | could see a new version by noon tomorrow? 


COLL0000019709 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Thursday, January 7, 2021 5:02 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) 
[E]< b6 


Subject: Pandemic Preparedness proposal 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


Overall Cost 
Overall total (b) (5) 
2021 
2022 
2023 
2024 
2025 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 


re 
, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH's Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 
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COLL0000019709 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/7/2021 7:02:39 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: ACTIV 


Attachments: ACTIV update 1-6-2021 - Read-Only.pptx 


See below and attached. Is there something | can do to help? 


FC 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: ACTIV 


Francis, 


Attached is a summary of where we are with IDeA CTR participation in ACTIV trials. As you can see, WVU is the star, but 
a number of other sites are also significantly engaged. You will also note a lot of “waiting for instructions” and “pending 
site selection.” The bottle neck — and | am told it is a big one — is the CROs getting back to the sites and giving them 
instructions on next steps. Stacy at FNIH has been trying her hardest to help, but her leverage is limited. Assuming this is 
still a priority, do you think there is anything you can do to move the CROs along? What | am hearing is that they really 
only listen to NIAID, which controls the purse strings. 


Thanks. 


Jon 


COLL0000019712 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 1:54:53 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls id Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV 


| like that plan — please forward to Amy. 


FC 

From: Wholley, David (FNIH) [T] < b6é 
Sent: Thursday, January 7, 2021 5:57 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: RE: ACTIV 


Francis, | have spoken with Stacey about this. ACTIV-2 is indeed one of the issues, and | think our issues with PPD have 
been cited on enough war room calls that Cliff Lane would certainly understand the need, given this is coming from an IC 
Director who has been trying to help. Over half the IdEA sites however have been interested in ACTIV-4b, and Stacey 
has gotten nowhere with their CRO, Parexel, or the trial team. To be fair, though, Stacey has not escalated this beyond 
the Program Officer level at NHLBI, so my suggestion if OK with you would be for me to forward your note to me (with 
Jon’s attachments) to Amy Patterson so she has a crack at handling this before hearing directly from you. You can 
always mention it on a war room on, say, Monday to check on progress. Please let me know how you would like to 
handle? Thanks, David 


From: Collins, Francis (NIH/OD) [E] b6 > 
Sent: Thursday, January 7, 2021 2:03 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: ACTIV 


See below and attached. Is there something | can do to help? 


FC 

From: Lorsch, Jon (NIH/NIGMS) [E] b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: ACTIV 
Francis, 


Attached is a summary of where we are with IDeA CTR participation in ACTIV trials. As you can see, WVU is the star, but 
a number of other sites are also significantly engaged. You will also note a lot of “waiting for instructions” and “pending 
site selection.” The bottle neck — and | am told it is a big one —is the CROs getting back to the sites and giving them 
instructions on next steps. Stacy at FNIH has been trying her hardest to help, but her leverage is limited. Assuming this is 
still a priority, do you think there is anything you can do to move the CROs along? What | am hearing is that they really 
only listen to NIAID, which controls the purse strings. 


COLL0000019718 


Thanks. 


Jon 


COLL0000019718 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 2:07:50 AM 

To: Lorsch, Jon (NIH/NIGMS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=be9d3c649a724857811d44b495d9ce45-lorschir] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV 


Thanks, Jon. I’ll discuss with the ACTIV team and see if there is something more we can do to light a fire under 
the CROs. 


Francis 


From: Lorsch, Jon (NIH/NIGMS) [E] < b6 
Sent: Thursday, January 7, 2021 1:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: ACTIV 


Francis, 

Attached is a summary of where we are with IDeA CTR participation in ACTIV trials. As you can see, WVU is the star, but 
a number of other sites are also significantly engaged. You will also note a lot of “waiting for instructions” and “pending 
site selection.” The bottle neck — and | am told it is a big one — is the CROs getting back to the sites and giving them 
instructions on next steps. Stacy at FNIH has been trying her hardest to help, but her leverage is limited. Assuming this is 
still a priority, do you think there is anything you can do to move the CROs along? What | am hearing is that they really 
only listen to NIAID, which controls the purse strings. 


Thanks. 


Jon 


COLL0000019719 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 1/8/2021 12:51:41 PM 
To: Schuchat, Anne MD (CDC/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=55c0009bS8a946e38385932e0d9a964d-ACS1]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a4 2aecb9a0d9b96c-NARS]; Redfield, Robert R. (CDC/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=0002721fddd148e3b97d5Se6086a01629-olx1.CDC]) 
ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Slaoui, Moncef 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d66S0ac6d6ef-Moncef.Slao]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]) 
Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Hi Anne, Bob, and Nancy, 

Can | help providing any more information about this proposal? | am anxious to get this back in front on 
Moncef Slaoui to seek OWS support before that starts to get really complicated. Please let me know if it’s OK 
for me to proceed. 


Best, Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 3, 2021 5:12 PM 


To: Schuchat, Anne MD (CDC/OD) < b6 Messonnier, Nancy (CDC/DDID/NCIRD/OD) < b6 

Redfield, Robert R. (CDC/OD) < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Slaoui, Moncef 
< b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 Freire, Maria (FNIH) [T] < b6 


Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 
Dear Bob, Anne, and Nancy, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposal about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. As you can see on page 5, Dan Jernigan and Duncan McCannell were 
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significant contributors to the design. This proposal would cover the analysis of 50 mutations in calendar year 
2021, and includes $2M for CDC sequencing support to enhance surveillance. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the full endorsement of CDC. I'd be glad to discuss this further by phone if that would be helpful. Joe 
Menetski of the Foundation for NIH has been the primary curator of the plan, and would also be glad to 
provide further details about its components. 


Best regards, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/6/2021 4:15:17 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Wolf-Rodda, Julie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=89f0a08ab7224e0b9dcSa1 18ff336aff-wolfrodj] 

Subject: RE: BIO conversation notes 

Attachments: Vaccine trial diversity.pptx 


Hi Maria, 


Thanks for sharing these notes and comments. It should be a lot easier for NIH to engage on these topics after 
January 20, 


One small point — the Pfizer vaccine trial enrollment was actually LESS diverse than Moderna. NIH has worked 
really hard with Moderna and Janssen to lift those percentages. See attached. (Janssen data not yet public.) 


Best, Francis 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, January 5, 2021 5:33 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Wolf- 
Rodda, Julie (FNIH) [T] < b6 

Subject: BIO conversation notes 


Francis, 

Julie, David and | had the long-delayed conversation with BIO. The participants were Michelle McMurry-Health, Tom 
DiLenge (policy), Phyllis Arthur (infectious disease and now chief scientist), Cartier Esham (regulatory). We were to 
cover: 1) clinical trial, access and other diversity issues, 2) ACTIV and 3) AMP Gene Therapy. We covered diversity, 


briefly discussed ACTIV and did not get to AGT. Below are Julie’s notes on the discussion, for which | am very grateful. 


Diversity in Biomedical Research, Clinical Trials (the system and the participants) 


David outlined what PhRMA has approached the FNIH (and through us, the NIH) about partnering on — clinical trials 
infrastructure, PhRMA principles, landscape analysis. MCF noted that NIH is committed to this work, and is now 
assessing its efforts to date, as well as planning next steps. 


BIO encouraged NIH to engage external audiences for a broad perspective. Michelle has made diversity a high priority 
for BIO, which has already established principles, assessed its membership on multiple metrics (see attached report, 
although they did not reference today), goals, and aims “to get to the heart of the matter”. Their focus is to work at the 
operational, practical level; identify the best messengers; partnering with CROs and others. 


Discussion outcome: BIO identified 4 key inflection points: 
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1) Training physicians and clinician scientists, with a focus on increasing diversity. This cannot be done just by 
increasing focus on HBCUs or expecting it to be handled by the small % of doctors who are people of color. 
(Note: Michelle is interested in the EMRSP/PSSF project idea, if focused on diversity. This is Extramural MSRP 
effort that Tachi, Bob Lefkowitz et al are working on with Michael Gottesman and Richard Wyatt). 


2) Highly resourced Academic Medical Centers (NIH grantees, etc.). Need to tackle the many complexities here. 

a. It’s not just that minorities live far from clinical trial sites; that’s not always the case. Think about impact 
of taking/not accepting medicare patients; changing policy could increase diversity of clinical trial 
participants. Consider how to make it possible for people to comply with trial requirements, rather than 
eliminating people because you ‘know’ they won’t comply. 

b. NIH grants/contracts often go to the same recipients. Consistent resourcing reinforces the ability of NIH 
grantees to win additional NIH funding. Diversify the grant recipient pool to help diversify the clinical 
trial structure in the U.S. 

c. Need to make sure that if individuals of diverse background show up to participate in clinical trials, the 
clinical trials must be prepared to receive and retain them. 


3) Intersection with companies. Many biotechs do/will not develop own clinical trial networks and instead rely on 
the NIH clinical trial networks. This underscores the importance of ensuring good diversity in NIH clinical trial 
networks (ex: Pfizer vaccine trials were more diverse than Moderna vaccine trials). 


4) Whatare the obligations for getting funding (from NIH or industry)? Scientific obligations are clear. Are the 
social obligations/social contract as clear/strong as possible? Data sharing, publication, diversity of workforce, 
diversity of trial populations, etc. 


BIO would be very happy to partner/collaborate with the FNIH (and NIH, PhRMA and/or others) around a shared vision 
for what we might do in this area separately and collectively. BIO is committed to actionable, lasting change and aims to 
hold itself and others with whom it collaborates to a standard of progress. 


ACTIV 


BIO is very supportive of ACTIV and impressed with its achievements over time. They believe ACTIV should continue and 
even expand its remit under the new Administration, noting that it was extremely good at getting everyone organized 
and working in the same direction. 


They hope that moving forward it will be possible to more clearly define the paths for engagement. Their vision is of an 
ACTIV that can be used to plan for future pandemics and, perhaps, other significant biomedical needs. This would 
require a bit more infrastructure, including improved systems and communications that were difficult to establish when 
working at breakneck speed for COVID-19. For example, what is the process for applying to have your 
compound/tool/etc. considered for inclusion, what are criteria for its evaluation, are more frequent updates on 
processes and progress possible? (This discussion to be continued off-line. David has already reached out to Phyllis.) 


Bespoke Gene Therapy Consortium 


We did not get to this topic; a follow-up call will be scheduled. 


Best, Maria 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/8/2021 12:55:07 PM 

To: Disbrow, Gary (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af7 8e9ac4dd9-Robert.John] 

cc: Kadlec, Robert (OS/ASPR/IO) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7f23b72e23e047e98fb6f136e865d60a-Robert.Kadl]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 laf52dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Slaoui, Moncef 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d66S0ac6d6ef-Moncef.Slao) 

Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Hi Gary and Robert, 

Can | help providing any more information about this proposal? | am anxious to get this back in front on 
Moncef Slaoui to seek OWS support before that starts to get really complicated. Please let me know if it’s OK 
for me to proceed. 

Best, Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 3, 2021 5:18 PM 


To; Disbrow, Gary (OS/ASPR/BARDA) < b6 Johnson, Robert (OS/ASPR/BARDA) 

< b6 

Cc: Kadlec, Robert (OS/ASPR/IO) < b6 Menetski, Joseph (FNIH) [T] < b6 

Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 
< b6 Tabak, Lawrence (NIH/OD) [E] < b6 Slaoui, Moncef 

¢ b6 


Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 
Dear Gary and Robert, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 
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Attached is a five-step ACTIV proposal about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. BARDA also had an opportunity to help shape this (Karl 
Erlandson). This proposal would cover the analysis of 50 mutations in calendar year 2021. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the support of BARDA. I’d be glad to discuss this further by phone if that would be helpful. Joe Menetski of 
the Foundation for NIH has been the primary curator of the plan, and would also be glad to provide further 


details about its components. 


Best regards, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/8/2021 1:44:27 PM 

To: Kadlec, Robert (OS/ASPR/IO) [ v6 Disbrow, Gary (OS/ASPR/BARDA) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9fEccb-Gary. Disbro]; Johnson, Robert 

(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 

[o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cic7ee770-tabakl]; Slaoui, Moncef 

'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d6650ac6d6ef-Moncef.Slao] 

Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Thanks, Bob. | just got a response from Anne Schuchat at CDC that nicely summarizes their very helpful 
suggestions for improvement of the plan. We will get cracking right away on responding to that 
message. Then let’s see where we are and whether a phone call would be needed. 


Best, Francis 


From: Kadlec, Robert (OS/ASPR/IO) < b6 

Sent: Friday, January 8, 2021 7:59 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Disbrow, Gary (OS/ASPR/BARDA) < b6 

Johnson, Robert (OS/ASPR/BARDA) < 6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 Slaoui, Moncef < b6 


Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Dr Collins | think it would be helpful to convene a call to discuss with some of the stakeholders particularly CDC. | am 
aware of of some of their efforts that could significantly contribute to the objective you seek. If | may suggest that | can 
facilitate that | shall and soonest today if schedules permit. Best Bob 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Friday, January 8, 2021 7:55 AM 
To: Disbrow, Gary (OS/ASPR/BARDA) b6 ; Johnson, Robert (OS/ASPR/BARDA) 
b6 > 
Ce: Kadlec, Robert (OS/ASPR/IO) b6 ; Menetski, Joseph (FNIH) [T] v6 
Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) (T] b6 >; Lane, Cliff (NIH/NIAID) [E] 
< b6 ; Tabak, Lawrence (NIH/OD) [E] < b6 b6 
<W ‘b6 


Subject: RE: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 


Hi Gary and Robert, 
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Can | help providing any more information about this proposal? | am anxious to get this back in front on 
Moncef Slaoui to seek OWS support before that starts to get really complicated. Please let me know if it’s OK 
for me to proceed. 


Best, Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 3, 2021 5:18 PM 


To: Disbrow, Gary (OS/ASPR/BARDA) v6 Johnson, Robert (OS/ASPR/BARDA) 
b6 
Cc: Kadlec, Robert (OS/ASPR/IO) <| b6 >; Menetski, Joseph (FNIH) [T] b6 
Wholley, David (FNIH) [T] b6 ; Freire, Maria (FNIH) [T] b6 >; Lane, Cliff (NIH/NIAID) [E] 
b6 Tabak, Lawrence (NIH/OD) [E] <b b6 Slaoui, Moncef 
b6 


Subject: ACTIV proposal to track and evaluate functional consequences of SARS-CoV-2 mutations 
Dear Gary and Robert, 


The ACTIV Preclinical Working Group, supported by the ACTIV Executive Committee, has been hard at work 
shaping a program that would track newly arising mutations in SARS-CoV-2 and gather information quickly 
about their significance. Up until now, this has been a bit of a scattershot effort, with a lot of work going on in 
separate public and private organizations, but no agreement for immediate sharing of the data in a publicly 
accessible database. The recent emergence of variants in the UK and South Africa has added further urgency 
to this effort, though this ACTIV plan began before those gained wide public attention. 


Attached is a five-step ACTIV proposal about how to organize a much more effective approach, with significant 
input from industry, NIH, CDC, and FDA. BARDA also had an opportunity to help shape this (Karl 
Erlandson). This proposal would cover the analysis of 50 mutations in calendar year 2021. 


| have discussed this proposal with Moncef Slaoui who is generally supportive, but wanted to be sure this had 
the support of BARDA. I'd be glad to discuss this further by phone if that would be helpful, Joe Menetski of 
the Foundation for NIH has been the primary curator of the plan, and would also be glad to provide further 
details about its components. 


Best regards, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 5:20:00 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp] 

ce: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis] 

Subject: RE: Pandemic Preparedness proposal 

Attachments: Preclinical therapeutic development overview_ 1 8 2021.docx; Pandemic Preparedness preclinical budget estimate 
total 2021 Final Draft Just totals.xIsx 


Hi Joe et al., 
This looks great -- nicely done, team! 


One question — in the budget table you have BARDA getting $54M/year for manufacturing drug 
substance. I'm not clear what would be for the first couple of years. Shouldn’t that start slow and then ramp 
up at the end when you need it? Can you see about rearranging some categories to make that fit? 


Once | have that revised budget, | intend to run this past Janet Woodcock and Tony Fauci. Tony will want to 
know who from NIAID has had input, and who has reviewed the final version. What are the answers? 


Thanks! 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 12:01 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 

Subject: RE: Pandemic Preparedness proposal 


Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 
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From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To: Collins, Francis (NIH/OD) [E] b6é 

Cc: Austin, Christopher (NIH/NCATS) [E] bé ; Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] v6 ; Menetski, Joseph (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) 
{E]< b6 > 


Subject: Pandemic Preparedness proposal 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 
Joe 


[ t™t~i‘COCOC~O”Ceralt— tC (i‘“Cs™OSOSOSOCOC;C;C;”;”;”;”;C*@* 
Overall total (b) (5) 

2021 

2022 

2023 

2024 

2025 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P. Menetski Ph.D. 
Associate Vice President arch Partnerships 
ational Lnstitutes of Health 


Foundation for th: 


ite 600, North Bethesda. MD 20852 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


ENIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/28/2021 4:25:56 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427e23d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Thanks for that information, Maria! 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, January 28, 2021 10:55 AM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 

Ce: Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Anderson, James (NIH/OD) [E] < b6 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 
Good for Felicia; not a bad suggestion at all! Thanks for sending it, David. 


Francis, Larry, Jim — Felicia is one of these NiHers who quietly do an outstanding job. She has interacted with the FNIH 
team since the outset, keeping an eye out on the OTA and enabling ACTIV not only from the contract/OTA perspective 
but also providing ideas and input. She speaks frequently with Joe and Kevin about project ideas or contractual issues, 
always to make things better. She is also the officer for RADx and has helped us connect with them when she thought it 
would make sense to do so. 


| thought you would like to know. Cheers, M. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, January 28, 2021 9:22 AM 

To: Collins, Francis (NIH/OD) [E] bé 

Ce: Freire, Maria (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] b6 ; Tabak, Lawrence 
(NIH/OD) [E] <I b6 


Subject: FW: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 


Hi Francis, not sure where things stand with the effort to nail down PROTECT, but in the event it does not work out 
please see the additional suggestion forwarded to Joe Menetski by Felicia Qasha. Felicia is actually the Contract Officer 
on our OTA agreement for ACTIV, but she also attends some of the meetings. Thanks, David 


From: Qashu, Felicia (NIH/OD) [E] < b6 
Sent: Wednesday, January 27, 2021 4:15 PM 
To: Connelly, Sarah b6 >; Menetski, Joseph (FNIH) [T] < b6 


Subject: RE: ACTIV - Emerging Viral Sequence Data Surveillance, Testing and Reporting 
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A candidate name to consider for the emerging variant effort: 
ACTIV Data to Determine Variant Impact on COVID19 treatment and vaccine Efficacy 
ADDVICE 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 9:37:28 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

cee Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Pandemic Preparedness proposal 


So the tension is between NIAID and NCATS? Hopefully not tension between NIAID and ACTIV? 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 4:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Pandemic Preparedness proposal 


Francis, heads-up since you are sending this to Tony. As | mentioned a few days ago, there was and still is stress with 
NIAID regarding roles and responsibilities here. Emily Erbelding believes this is NIAID’s responsibility, expressing those 
concerns strongly on the call today. Chris Austin had to clarify some issues. This is not FNIH’s issue, of course. M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 3:15 PM 

To: Menetski, Joseph (FNIH) [T] b6 

Cc; Austin, Christopher (NIH/NCATS) [E] b6 >; Freire, Maria (FNIH) [T] b6 ; Wholley, 
David (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] b6 


Subject: RE: Pandemic Preparedness proposal 
Terrific, thanks. 
| am now sending this to Tony and Janet for a quick look. 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 2:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] b6 Wholley, 
David (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] < b6 

Subject: RE: Pandemic Preparedness proposal 


Here is an updated excel file that shows the manufacture cost ramping up, but the total stays the same. | have also 
added a new version of the document, because the yearly numbers changed and that also needed to be updated for 


accuracy. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Friday, January 8, 2021 2:03 PM 
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To: Collins, Francis (NIH/OD) [E] 6 > 

Cc: Austin, Christopher (NIH/NCATS) [E] < b6 Freire, Maria (FNIH) [T] < b6 ; Wholley, 
David (FNIH) [T] b6 >; Colvis, Christine (NIH/NCATS) [E] < b6 

Subject: RE: Pandemic Preparedness proposal 


Hi Francis, 


) 6) 
(&) 6) 
(b) (5) | will get that to you in a few minutes. 


Below are the NIH and BARDA representatives that were very active in the discussion yesterday. All of them have been 
sent the final version (including Gary Disbrow also) for their review and further discussion in their organizations. 


Anderson, James (NIH/OD) [E] 

Colvis, Christine (NIH/NCATS) [E] 

Hall, Matthew (NIH/NCATS) [E] 

Eakin, Ann (NIH/NIAID) [E] 

Erbelding, Emily (NIH/NIAID) [E] 

Read, Sarah (NIH/NIAID) [E] 

Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 

Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 
Austin, Christopher (NIH/NCATS) [E] 


Best, Joe 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Friday, January 8, 2021 12:20 PM 

To; Menetski, Joseph (FNIH) [T] b6 > 

Ce: Austin, Christopher (NIH/NCATS) [E] b6 >; Freire, Maria (FNIH) [T] b6 >; Wholley, 
David (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) [E] b6 

Subject: RE: Pandemic Preparedness proposal 


Hi Joe et al., 


This looks great -- nicely done, team! 


One question — (b) (5) 
(b) S) 

Thanks! 

Francis 


COLL0000019737 


From: Menetski, Joseph (FNIH) [T] b6 
Sent: Friday, January 8, 2021 12:01 PM 


To: Collins, Francis (NIH/OD) [E] b6é 
Cc: Austin, Christopher (NIH/NCATS) [E] b6 >; Freire, Maria (FNIH) [T] < b6 Wholley, 
David (FNIH) [T] b6 >; Colvis, Christine (NIH/NCATS) [E] b6 


Subject: RE: Pandemic Preparedness proposal 

Dear Francis, 

Here is the next version of the proposal addressing your comments from last night. The narrative now focuses on 
antivirals for coronavirus early and then moves to a broader view. We have also split out the where we think the work 
and funds will need to go in the budget table. 


Please let us know if this covers what you need in order to move this forward. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, January 7, 2021 5:02 PM 


To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Austin, Christopher (NIH/NCATS) [E] b6 >; Freire, Maria (FNIH) [T] < b6 ; Wholley, 
David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] b6 Colvis, Christine (NIH/NCATS) 
{E] b6 


Subject: Pandemic Preparedness proposal 
Dear Francis, 


Please find an updated version of the pandemic preparedness proposal. This has now had direct input from NIAID and 
BARDA, as well as the folks from earlier in the week. The list of folks is below. 


The Narrative and budget files are attached. The budget currently contains a lot of detail, which | can easily remove if 
you wish, but the bottom line totals are pasted below. 


Best regards, 


Joe 
Overall Cost 
Overall total ] ®©) 
2021 | 
2022 | 


2023 
2024 


2025 


Anderson, James (NIH/OD) [E] 
Colvis, Christine (NIH/NCATS) [E] 
Hall, Matthew (NIH/NCATS) [E] 
Eakin, Ann (NIH/NIAID) [E] 
Erbelding, Emily (NIH/NIAID) [E] 
Read, Sarah (NIH/NIAID) [E] 
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Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) (CTR) 


Joseph P, Menetski Ph.D. 

Associate Vice President, R ‘ch Partnerships 

Foundation for the National Institutes of Health 
b6 fi 

11400 Rockville Pi 


Ano 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


Suite 600, North Bethesda, MD 20852 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 11:16:43 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: FW: Antiviral drug development proposal 

Attachments: Pandemic Preparedness preclinical budget estimate total 2021 Final Draft Just totals.xIsx; Preclinical therapeutic 
development overview_ 18 2021b.docx; NIAID_COVID_Needs_1_5_2021.pdf 


Hey there Joe, 


See response below from Tony Fauci. He likes the proposal, (b) (4) 

(b) (4) (sent to me on Tuesday, see attached) was folded in. To be honest, that 
table was so skeletal that | wasn’t sure what to do with it — and assumed that with Emily, Sarah, and Anne 
engaged in your proposal generation group, this NIAID extramural effort would be captured. Can you reassure 
me that this happened? If not, there might need to be another budget tweak — it will be very important for 
Tony to be satisfied that his top priority was incorporated, 


Kessler now is asking to see a draft of the proposal tonight, and the final by noon tomorrow. I’m inclined to 
send him the text now, marked draft, and let him know we are still tinkering with the budget. 


Does that sound OK? 


Francis 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 
Sent: Friday, January 8, 2021 5:53 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Antiviral drug development proposal 


Francis: 
Ido not see any serious issues that | feel need to be fixed. It looks quite good as a matter of 
fact. The descriptions of the work that is required are general enough to give us considerable 


flexibility. In this regard, | want to point out how important | feel that (b) (4) 
&)@) 
oO It is my top priority. 
Thanks, 
Tony 
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Anthony S. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National Institutes of Health 

Bethesda, MD 20892-2520 


Phone: ( b6 
FAX: (301) 496-4409 
E-mail: b6 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shail not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, January 8, 2021 3:28 PM 
To: Fauci, Anthony (NIH/NIAID) [E] b6 


Subject: Antiviral drug development proposal 
Hi Tony, 


Here's the antiviral drug development proposal that Kessler asked for, which he would like to receive by 
tomorrow morning. | will include a link to the report of the November 6 NIH Summit on Antivirals that you 
have seen, and that laid out the scientific opportunities in a rather compelling way. For this proposal, we tried 
to make it clear that the immediate target would be coronaviruses, but over the five year period this could be 
extended to other pandemic pathogens as needs arise. A five-year budget spread sheet is also enclosed, 
adding to about $3B, which is the number | was asked to aim for. 


Putting this together in just a few days was done by the impressive team you see below, coordinated by Joe 
Menetski of FNIH and the ACTIV team. | had a chance to make some edits last night, and I’m now pretty 
happy with how it looks — but please let me know if you see any serious issues that need to be fixed before 
submission. 


Thanks, Francis 


Anderson, James (NIH/OD) 
Menetski, Joe (FNIH/ACTIV) 
Colvis, Christine (NIH/NCATS) 
Hall, Matthew (NIH/NCATS) 
Eakin, Ann (NIH/NIAID) 

Erbelding, Emily (NIH/NIAID) 
Read, Sarah (NIH/NIAID) 

Marks, Gilbert (OS/ASPR/BARDA) 
Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) 
Austin, Christopher (NIH/NCATS) 
Wholley, David (FNIH/ACTIV) 


COLL0000019740 


COLL0000019740 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/8/2021 11:41:33 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Antiviral drug development proposal 


Thanks, Joe. It’s odd that they didn’t bring this up. Please let me know what you find out. 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 6:38 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: RE: Antiviral drug development proposal 


Dear Francis, 
Thank you for sending this and the response from Dr Fauci. am glad to see that he feels the plan is good. 


Actually, Emily, Ann and Sarah were at the meeting for 2 hours on Thursday when we discussed the budget and they 
didn’t mention this at all. | will need to follow up with them to ask if they feel it is included in the current proposal to 
their satisfaction. | will make sure | get a response to you on this by tomorrow morning (10am). 


Best regards, 


Joe 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, January 8, 2021 6:17 PM 

To: Menetski, Joseph (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 >; Freire, Maria (FNIH) [T) b6 Tabak, Lawrence 
(NIH/OD) [E] b6 

Subject: FW: Antiviral drug development proposal 


Hey there Joe, 


See response below from Tony Fauci. He likes the proposal, (b) (4) 

(b) (4) (sent to me on Tuesday, see attached) was folded in. To be honest, that 
table was so skeletal that | wasn’t sure what to do with it — and assumed that with Emily, Sarah, and Anne 
engaged in your proposal generation group, this NIAID extramural effort would be captured. Can you reassure 
me that this happened? |f not, there might need to be another budget tweak — it will be very important for 
Tony to be satisfied that his top priority was incorporated. 
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Kessler now is asking to see a draft of the proposal tonight, and the final by noon tomorrow. I’m inclined to 
send him the text now, marked draft, and let him know we are still tinkering with the budget. 


Does that sound OK? 


Francis 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 
Sent: Friday, January 8, 2021 5:53 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Antiviral drug development proposal 


Francis: 
Ido not see any serious issues that | feel need to be fixed. It looks quite good as a matter of 
fact. The descriptions of the work that is required are general enough to give us considerable 


flexibility. In this regard, | want to point out how important | feel that (b) (4) 
() @) 
oO@ It is my top priority. 
Thanks, 
Tony 


Anthony S. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National Institutes of Health 

Bethesda, MD 20892-2520 


Phone: b6 
FAX: (301) 496-4409 
E-mail: b6 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information, It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shail not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Friday, January 8, 2021 3:28 PM 
To: Fauci, Anthony (NIH/NIAID) [E] b6 


Subject: Antiviral drug development proposal 


Hi Tony, 
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Here’s the antiviral drug development proposal that Kessler asked for, which he would like to receive by 
tomorrow morning. | will include a link to the report of the November 6 NIH Summit on Antivirals that you 
have seen, and that laid out the scientific opportunities in a rather compelling way. For this proposal, we tried 
to make it clear that the immediate target would be coronaviruses, but over the five year period this could be 
extended to other pandemic pathogens as needs arise, A five-year budget spread sheet is also enclosed, 


adding to about $3B, which is the number | was asked to aim for. 


Putting this together in just a few days was done by the impressive team you see below, coordinated by Joe 
Menetski of FNIH and the ACTIV team. | had a chance to make some edits last night, and I’m now pretty 
happy with how it looks — but please let me know if you see any serious issues that need to be fixed before 


submission. 


Thanks, Francis 


Anderson, James (NIH/OD) 
Menetski, Joe (FNIH/ACTIV) 


Colvis, Christine (NIH/NCATS) 
Hall, Matthew (NIH/NCATS) 


Eakin, Ann (NIH/NIAID) 


Erbelding, Emily (NIH/NIAID) 
Read, Sarah (NIH/NIAID) 


Marks, Gilbert (OS/ASPR/BARDA) 


Erlandson, Karl (OS/ASPR/BARDA) 
Chrzan, Kazimierz (OS/ASPR/BARDA) 


Austin, Christopher (NIH/NCATS) 
Wholley, David (FNIH/ACTIV) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/9/2021 3:25:09 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e07 2f8cb7-menetskijp] 

ce: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Update to Pandemic Preparedness Proposal 

Attachments: Preclinical therapeutic development overview_ 19 2021a fsc.docx 


HiJoe, 
Nicely done!!! 


| want to be sure that Tony is 100% supportive of this plan. In order to reassure him that the (b) (4) proposal 
is included, | propose adding a sentence to the text — see attached. Do you see any problem with that? 


Let me know ASAP if it’s OK to submit this version and the budget table to Kessler. 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Saturday, January 9, 2021 9:18 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc; Austin, Christopher (NIH/NCATS) [E] < v6 Wholley, David (FNIH) [T] < b6 Freire, 
Maria (FNIH) [T] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: Update to Pandemic Preparedness Proposal 


Dear Francis, 


| have conferred with Emily E and the NIAID folks and we have made sure that the NIAID Target Therapeutics initiative, 
that Dr Fauci mentioned, is in the proposal. We did need to tweak the budget a bit, so | have attached the latest version 
of both the budget table and the narrative document for your review. As always, if you have any questions or concerns, 
don’t hesitate to email me back or call me on my cell ( b6 


| appreciate your guidance and patience as we got this worked out. 


Best always, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
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vite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/10/2021 3:13:07 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: ACTIV and emerging variants 


Great minds... Or else we’ve just been around each other so long that you have gotten into my head. Yes, | 
just sent a note to Tony, proposing an NIH-only call tomorrow. Then we can figure out the next steps. 


Sheesh, this wasn’t supposed to be so hard. 


Francis 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Saturday, January 9, 2021 9:52 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Menetski, 
Joseph (FNIH) [T] < b6 

Subject: Re: ACTIV and emerging variants 


Francis, (b) (5) 
(b) ) 


From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Saturday, January 9, 2021 at 6:22:57 PM 

To: "Wholley, David (FNIH) [T]" b6 “Menetski, Joseph (FNIH) [T]" b6 “Freire, 
Maria (FNIH) [T]" b6 

Subject: RE: ACTIV and emerging variants 


Thanks. (b) (5) 
(b) (5) 
FG 
From: Wholley, David (FNIH) [T] b6 
Sent: Saturday, January 9, 2021 6:05 PM 
To: Menetski, Joseph (FNIH) [T] < b6 >; Collins, Francis (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [7] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 >; Lane, Cliff (NIH/NIAID) [E] 
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b6 Anderson, James (NIH/OD) [E]  b6 Austin, Christopher (NIH/NCATS) 


ita} b6 v>; Parker, Ashley (NIH/OD) [E] b6 >; Patterson, Amy (NIH/NHLBI) [E] 
< b6 
Ce: Menetski, Joseph (FNIH) [T] b6 Melencio, Cheryl (FNIH) [T] b6 


Subject: RE: ACTIV and emerging variants 


Francis !am happy to join as well. Trust your office will be arranging the call. 


From: Menetski, Joseph (FNIH) [T] b6 
Sent: Saturday, January 9, 2021 5:46 PM 
To: Collins, Francis (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 ; Freire, Maria 
(FNIH) [T] b6 >; Tabak, Lawrence (NIH/OD) [E] v6 >; Lane, Cliff (NIH/NIAID) [E] 
b6 >; Anderson, James (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) 
[El <b6 ; Parker, Ashley (NIH/OD) [E] b Patterson, Amy (NIH/NHLBI) [E] 
b6 


Subject: RE: ACTIV and emerging variants 
Dear Francis, 


lam happy to make myself available for a meeting next week. Just let me know when. 


Best, 

Joe 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, January 9, 2021 3:24 PM 

To: Menetski, Joseph (FNIH) [T]  b6 >; Wholley, David (FNIH) [T] b6 ; Freire, Maria 

(FNIH) [T] < b6 (>; Tabak, Lawrence (NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) [E] 
b6 ov>; Anderson, James (NIH/OD) [E] b6 >; Austin, Christopher (NIH/NCATS) 

[E] bé >; Parker, Ashley (NIH/OD) [E] b6 y>; Patterson, Amy (NIH/NHLBI) [E] 

b6 


Subject: ACTIV and emerging variants 


Hi all, 
(b) (5) 


COLL0000019772 


(&) G) 


Francis 


COLL0000019772 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/11/2021 2:22:05 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 


Yes, please, that would be great. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, January 10, 2021 9:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Menetski, Joseph (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: RE: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 


| trust this means Joe should try to make tomorrow morning's call at 8AM? Joe | will send you the call-in information 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Sunday, January 10, 2021 7:18 PM 

To: Freire, Maria (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 >; Menetski, Joseph 
(FNIH) [T] b6 >; Austin, Christopher (NIH/NCATS) [E] b6 ; Anderson, James 
(NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) [E] b6 >} Tabak, Lawrence (NIH/OD) 
(E] b6 Patterson, Amy (NIH/NHLBI) [E] b6 ; Parker, Ashley (NIH/OD) [E] 
<q b6 


Subject: FW: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 
See below and attached. We will definitely want to discuss this tomorrow at the War Room. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 10, 2021 7:17 PM 


To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 >; Johnson, Robert (OS/ASPR/BARDA) 
< b6 Erbelding, Emily (NIH/NIAID) [E] < b6 Menetski, Joseph (FNIH) [T] 
b6 >; Wholley, David (FNIH) [T] < b6 ; Mascola, John (NIH/VRC) [E] 
b6 
Cc: Wood, Gretchen (NIH/OD) [E] < b6 >; McManus, Ayanna (NIH/OD) [E] 
b6 ; Kadlec, Robert (OS/ASPR/IO) b6 >; Fauci, Anthony (NIH/NIAID) [E] 
b6 Tabak, Lawrence (NIH/OD) [E] 6 


Subject: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 

Dear colleagues, 

'm writing to invite you to join an important problem-solving meeting in the next two days. This is in follow up after the 
discussion that Bob Kadlec convened on Saturday afternoon. We all agree that the emergence of variants for SARS-CoV- 


2, some of which may potentially reduce vaccine or therapeutic efficacy, represents a circumstance of considerable 
urgency. CDC has responded by a major upgrade in US viral genome surveillance. In addition, groups located in NIH, 


COLL0000019779 


CDC, academic centers, and industry labs are moving quickly to test the functional effects of emerging variants — but 
there is no overarching collaborative plan to make the most of the skills and talents of all sectors, and make sure the 
resulting information is scientifically rigorous and immediately shared. 


The SCIRAM team, with six working groups, has been recently assembled as a USG effort to address some of these 
issues. Attached isa draft charter for SCIRAM, and a pdf from the presentation Dan Jernigan gave on Saturday. At the 
same time, and without knowledge of SC|RAM, the ACTIV public private partnership has worked over two months to 
organize a five-component approach to determination of functional consequences of emerging variants. This involves 
both government agencies and industry. The ACTIV one-year proposal and the pdf from Saturday are attached. 


(b) ) 


Given the urgency, | would like the addressees of this e-mail to convene at noon on either Monday or Tuesday of this 
week, Please let Gretchen Wood (cc’d here) know which of those days would work for you. 


Many thanks, Francis 


COLL0000019779 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/11/2021 12:17:12 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50461b222f148348eSf1a8c1fc6aa07-DBJO}; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John]; Erbelding, Emily 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Menetski, Joseph (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Mascola, John (NIH/VRC) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola] 

cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs}; McManus, Ayanna (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Kadlec, Robert 

(OS/ASPR/IO) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f23b72e23e047e98fb6f13 6e865d60a-Robert.Kadl]; Fauci, Anthony 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Tabak, Lawrence (NIH/OD) [E] 

/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 

Attachments: SCIRAM Charge 20 December 2020.docx; CDC Surveillance and SCIRAM 2021-01-09 Final.pdf; ACTIV_ Preclinical_ 
Emerging Sequence Surveillence Proposal_1y50.docx; ACTIV_ Emerging Variant overview 1 9 2021.pdf 


Dear colleagues, 


\'m writing to invite you to join an important problem-solving meeting in the next two days. This is in follow up after the 
discussion that Bob Kadlec convened on Saturday afternoon. We all agree that the emergence of variants for SARS-CoV- 
2, some of which may potentially reduce vaccine or therapeutic efficacy, represents a circumstance of considerable 
urgency. CDC has responded by a major upgrade in US viral genome surveillance. In addition, groups located in NIH, 
CDC, academic centers, and industry labs are moving quickly to test the functional effects of emerging variants — but 
there is no overarching collaborative plan to make the most of the skills and talents of all sectors, and make sure the 
resulting information is scientifically rigorous and immediately shared. 


The SCIRAM team, with six working groups, has been recently assembled as a USG effort to address some of these 
issues. Attached is a draft charter for SCIRAM, and a pdf from the presentation Dan Jernigan gave on Saturday. At the 
same time, and without knowledge of SCIRAM, the ACTIV public private partnership has worked over two months to 
organize a five-component approach to determination of functional consequences of emerging variants. This involves 
both government agencies and industry. The ACTIV one-year proposal and the pdf from Saturday are attached. 


(b) 6) 


COLL0000019782 


Given the urgency, | would like the addressees of this e-mail to convene at noon on either Monday or Tuesday of this 
week. Please let Gretchen Wood (cc’d here) know which of those days would work for you. 


Many thanks, Francis 


COLL0000019782 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/11/2021 1:57:51 PM 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

Subject: RE: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 


Just the To line. 


From: Wood, Gretchen (NIH/OD) [E] < b6 

Sent: Monday, January 11, 2021 8:56 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 


Good morning, Francis, 


Just so lam clear, it is folks on the To and CC lines, or just the To? Tony is not available tomorrow, but others are. 


Thank you, 
Gretchen 
From: Francis Collins b6 
Date: Sunday, January 10, 2021 at 7:17 PM 
To: "Jernigan, Daniel B. (CDC/DDID/NCIRD/ID)" b6 "Johnson, Robert (OS/ASPR/BARDA)" 
< b6 "Erbelding, Emily (NIH/NIAID) [E]" < b6 “Menetski, Joseph 
(FNIH) [T]' b6 David Wholley < b6 John Mascola 
b6 
Cc: Gretchen Wood b6 "McManus, Ayanna (NIH/OD) [E]" < b6 
Robert Kadlec < b6 Anthony Fauci b6 "Tabak, Lawrence (NIH/OD) 
[e]"< b6 


Subject: Follow up to Saturday's discussion about SCIRAM and the ACTIV proposal on mutation analysis 
Dear colleagues, 


I’m writing to invite you to join an important problem-solving meeting in the next two days. This is in follow up after the 
discussion that Bob Kadlec convened on Saturday afternoon. We all agree that the emergence of variants for SARS-CoV- 
2, some of which may potentially reduce vaccine or therapeutic efficacy, represents a circumstance of considerable 
urgency. CDC has responded by a major upgrade in US viral genome surveillance. In addition, groups located in NIH, 
CDC, academic centers, and industry labs are moving quickly to test the functional effects of emerging variants — but 
there is no overarching collaborative plan to make the most of the skills and talents of all sectors, and make sure the 
resulting information is scientifically rigorous and immediately shared. 


The SCIRAM team, with six working groups, has been recently assembled as a USG effort to address some of these 
issues. Attached is a draft charter for SCIRAM, and a pdf from the presentation Dan Jernigan gave on Saturday. At the 
same time, and without knowledge of SCIRAM, the ACTIV public private partnership has worked over two months to 
organize a five-component approach to determination of functional consequences of emerging variants. This involves 
both government agencies and industry. The ACTIV one-year proposal and the pdf from Saturday are attached. 


COLL0000019787 


(6) 6) 


Given the urgency, | would like the addressees of this e-mail to convene at noon on either Monday or Tuesday of this 
week, Please let Gretchen Wood (cc’d here) know which of those days would work for you. 


Many thanks, Francis 


COLLO0000019787 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/11/2021 6:45:34 PM 

To: Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7178b40a596b4ca4a2850a429d 1ae3f2-jmascola] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Great, thanks John! 
Cliff, you are off the hook. 


Francis 


From: Mascola, John (NIH/VRC) [E] < v6 

Sent: Monday, January 11, 2021 1:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Francis - | was able to get the other meeting moved — so will joint. 


John 

From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, January 11, 2021 11:58 AM 

To: Mascola, John (NIH/VRC) [E] b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Darn, but understood. |’ll ask Cliff if he might be willing to join. 
FC 


From: Mascola, John (NIH/VRC) [E] b6 > 
Sent: Monday, January 11, 2021 10:13 AM 
To: Collins, Francis (NIH/OD) [E] b6 Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 
Johnson, Robert (OS/ASPR/BARDA) < b6 Erbelding, Emily (NIH/NIAID) [E] 
b6 >; Menetski, Joseph (FNIH) [T] b6 >; Wholley, David (FNIH) [T] 
< b6 
Cc: Suhana, Tina (NIH/VRC) [E] v6 
Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, January 11, 2021 10:00 AM 
To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 


COLL0000019794 


Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 
Subject: SCIRAM and the ACTIV proposal on mutation analysis 


When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Where: hittos://nil 


zoomgov.com/ b6 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 
https://nih.zoomgov.com/ b6 


Meeting ID: b6é 
Passcode: b6 
One tap mobile 


US (San Jose) 
Us (New York) 
Dial by your location 
b6 JS (San Jose) 
JS (New York) 
Js 
JS (San Jose) 
Meeting ID: b6 
Passcode: b6 
v.COn b6 
Join by SIP 
Join by H.323 
b6 (US West) 
(US East) 
Meeting ID: b6 


Passcode: b6 


COLL0000019794 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/11/2021 4:58:22 PM 

To: Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7178b40a596b4ca422850a429d 1ae3f2-jmascola] 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Darn, but understood. I'll ask Cliff if he might be willing to join. 
FC 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Monday, January 11, 2021 10:13 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 
Johnson, Robert (OS/ASPR/BARDA) < b6 Erbelding, Emily (NIH/NIAID) [E] 

< b6 Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] 

< b6 

Ce: Suhana, Tina (NIH/VRC) [E] < v6 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] b6 > 
Sent: Monday, January 11, 2021 10:00 AM 

To; Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [€]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) (T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

b6 kdz09 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 


b6 
Meeting ID: v6 
Passcode: b6 
One tap mobile 
b6 US (San Jose) 
US (New York) 
Dial by your location 
b6 US (San Jose) 

US (New York) 

US 

US (San Jose) 


Meeting ID: b6 
Passcode: b6 


COLL0000019795 


Find your local number: https://nih.zoomgov. b6 


0 (US West) 

0 (US East) 
Meeting ID: b6 
Passcode b6 


COLL0000019795 


From: 


Sent: 
To: 


cc: 


Subject: 
Attachments: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

1/12/2021 2:20:16 AM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7178b40a596b4ca4a2850a429d1ae3f2-jmascola]; Freire, Maria (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

FW: SCIRAM and the ACTIV proposal on mutation analysis 

Emerging Variant SITREP 8January2021 Final.pdf 


This SITREP from CDC is worth reviewing in advance of the SCIRAM/ACTIV meeting at noon tomorrow. 


FC 

From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Monday, January 11, 2021 7:42 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6é Wood, Gretchen (NIH/OD) [E] < b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


FYI. CDC does a weekly SITREP — here is the one from last Friday. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, January 11, 2021 1:46 PM 

To: Mascola, John (NIH/VRC) [E] < b6 > 

Ce: Lane, Cliff (NIH/NIAID) [E] b6 ; Wood, Gretchen (NIH/OD) [E] < b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Great, thanks John! 


Cliff, you are off the hook. 


Francis 


From: Mascola, John (NIH/VRC) [E] b6 
Sent: Monday, January 11, 2021 1:22 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 
Francis - | was able to get the other meeting moved — so will joint. 


John 


COLL0000019796 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, January 11, 2021 11:58 AM 

To: Mascola, John (NIH/VRC) [E] b6 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Darn, but understood. I'll ask Cliff if he might be willing to join. 
FC 


From: Mascola, John (NIH/VRC) [E] b6 
Sent: Monday, January 11, 2021 10:13 AM 
To: Collins, Francis (NIH/OD) [E] b6 Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 
Johnson, Robert (OS/ASPR/BARDA) b6 Erbelding, Emily (NIH/NIAID) [E] 
v6 ; Menetski, Joseph (FNIH) [T] b6 ; Wholley, David (FNIH) [T] 
< b6 
Cc; Suhana, Tina (NIH/VRC) [E] b6 
Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih.zoomgov.com/ b6 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 


https://nih.zoomgov.com, b6 
Meeting ID: b6 


Passcode: b6 
One tap mobile 


b6 JS (San Jose) 
JS (New York) 
Dial by your location 
b6 US (San Jose) 
US (New York) 
US 
b6 US (San Jose) 
Meeting ID: b6 


Passcode: b6 


Find your local number: https://nih.zoomgov. b6 


COLL0000019796 


Join by SIP 
b6 


Join by H.323 
b6 JS West) 
JS East) 
Meeting ID: v6 
Passcode: b6 


COLLO0000019796 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938E50D2FFOBG6C2-COLLINSF] 


Sent: 1/13/2021 2:22:10 AM 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

Subject: Fw: Vaccination Song to Promote Vaccination 


Worth a smile. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, January 12, 2021 6:14 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < v6 Santos, Michael 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: FW: Vaccination Song to Promote Vaccination 


Hi Francis - this came in through our FNIH ACTIV portal. Not sure who this guy is but believe he could give even you a 
run for your money! 


From: Carl Sanders < b6 

Sent: Thursday, December 17, 2020 9:47 PM 

To: COVID19 Reporting <COVID19Reporting@od.nih.gov>; activ_submission <activ_submission@fnih.org> 
Subject: Vaccination Song to Promote Vaccination 


Dear NIH COVID: 


Please find linked a song | wrote to promote Vaccination. This disease is out of control and vaccines are a key tool in the 
fight. Please share the video or improve as you see fit to get the message out. As an African- American, | am especially 
concerned because this disease has ravaged our community disproportionately. Help me to reach people and get them 
vaccinated. You may email me or call me at b6 as needed. Regards! 


Carl S. Dorsey 


https://photos.app.goo.gl/iT7RkcCF8RQTSp7n6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/11/2021 11:58:48 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Attachments: RE: [EXTERNAL] RE: Message 


I've already reached out to him — see attached. Let’s see how he responds. 


Fe 

From: Wholley, David (FNIH) [T] < b6 
Sent: Monday, January 11, 2021 5:49 PM 

To; Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Here’s the note from last week on Mikael’s absence from Thursday's call. Please let me know what you want to do, 


From: b6 

Sent: Friday, January 8, 2021 3:54 PM 

To: Melencio, Cheryl (FNIH) [T] b6 

Subject: RE: ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 


Hi Cheryl, 
Unfortunately, he will not be able to attend as he must attend a key Pfizer IR meeting on that day. 


b6 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Friday, January 8, 2021 3:28 PM 

To: b6 

Subject: [EXTERNAL] ACTIV Leadership Call #12 - Thursday, January 14 - 10:30 a.m. - noon Eastern time 
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Happy New Year, Ann: 


| am looking at attendance for next week's call and see that Dr. Dolsten is listed as tentative. Will he be able to attend 
the ACTIV Leadership Call on Thursday? 


Cheryl Melencio 


Administrative Manager, Research Part ps 
Foundation for the National Institutes of Health 
b6 


Rockville Pike Suite 600 Noxth Bethesda, MD 20852 


/pandemic 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 1/11/2021 4:59:16 PM 


To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

ley Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f76c1f-woodgs] 

Subject: FW: SCIRAM and the ACTIV proposal on mutation analysis 

Hi Cliff, 


John is not available for the SCIRAM/ACTIV pow-wow. | would like an NIAID voice on the ACTIV project — 
would you be willing to join us? 


Thanks, Francis 


From: Mascola, John (NIH/VRC) [E] < b6 

Sent: Monday, January 11, 2021 10:13 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Jernigan, Danie! B. (CDC/DDID/NCIRD/ID) < b6 
Johnson, Robert (OS/ASPR/BARDA) < v6 Erbelding, Emily (NIH/NIAID) [E] 

< b6 Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] 

< b6 

Cc; Suhana, Tina (NIH/VRC) [E] < b6 

Subject: RE: SCIRAM and the ACTIV proposal on mutation analysis 


Apologies, but | can not make a Noon meeting tomorrow — as this conflicts with key OWS meeting. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, January 11, 2021 10:00 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID); Johnson, Robert (OS/ASPR/BARDA); Erbelding, Emily (NIH/NIAID) [E]; 
Menetski, Joseph (FNIH) [T]; Wholley, David (FNIH) [T]; Mascola, John (NIH/VRC) [E] 

Subject: SCIRAM and the ACTIV proposal on mutation analysis 

When: Tuesday, January 12, 2021 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://nih.zoomgov.. b6 


Francis Collins is inviting you to a scheduled ZoomGov meeting. 


Join ZoomGov Meeting 


https; b6 
Meeting ID: b6 
Passcode: b6 
One tap mobile 
b6 US (San Jose) 
US (New York) 


Dial by your location 
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b6 US (San Jose) 
US (New York) 
US 
US (San Jose) 
Meeting ID: b6 
Passcode: b6 
Find your local number: fittps:/, 


Join by SIP 
b6 


Join by H.323 
(US West) 
(US East) 
Meeting ID: b6 
Passcode: b6 


COLL0000019807 


From: Collins, Francis (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/7/2020 4:52:03 PM 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e5 7f267323b43c08be856acb5b964ca-burklow]] 

Subject: RE: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 

Ok with me 


From: Burklow, John (NIH/OD) [E] Es 


Sent: Tuesday, July 7, 2020 10:54 AM 

To: Collins, Francis (NIH/OD) [E] be 

Subject: FW: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private 
Partnership 


Hi, Francis— 


I'm not completely sure about “BlackRock presents NIH,” but the rest of the copy below is accurate. This is the 
invitation they plan to issue once the video is ready to go out. 


John 


From: 
Sent: None 
Subject: BlackRock presents the National Institutes of Health: Combatting COVID-19 Through Public-Private Partnership 


BlackRock 


BlackRock presents the National Institutes of Health: 
Combatting COVID-19 Through Public- 
Private Partnership 


BlackRock is pleased to collaborate with the National Institutes of Health (NIH) and the 
Foundation for the National Institutes of Health (FNIH) to bring you a lively discussion on the 
NIH’s initiatives to combat COVID-19. 


The rapid spread and global impact of the pandemic have created an urgent need for 
unprecedented collaboration and coordination across the global community. Learn how the NIH 
is speeding the development of treatments through the public-private partnership, ACTIV: 
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Accelerating COVID-19 Therapeutic Interventions and Vaccines. The mission of ACTIV is 
to establish a collaborative framework for identifying the most promising COVID-19 vaccines 
and therapeutics by designing master protocols and facilitating the end-to-end trial processes. 


Click here to view 


Francis S. Collins, M.D., Ph.D. Freda C. Lewis-Hall, Ph.D. Maria C. Freire, Ph.D. 
Director, National Institutes of Health Former Chief Medical Officer President and Executive 
and Executive Vice President, Pfizer Inc. Director, Foundation for the National 
Institutes of Health 


Francis S. Collins, M.D., Ph.D. was appointed the 16* Director of the National Institutes of Health (NIH) 
Barack Obama and confirmed by the Senate. He was sworn in on August 17, 2009. On June 6, 
dent Donald Trump announced his selection of Dr. Collins to continue to serve as the NIH 
Director, In this role, Dr. Collins oversees the work of the largest supporter of biomedical research in the 
world, spanning the spectrum from basic to clinical research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership 
of the international Human Genome Project, which culminated in April 2003 with the completion of a 
finished sequence of the human DNA instruction book. He served as director of the National Human Genome 
Research Institute at NIH from 1993-2008. 

Before coming to NII, Dr. Collins was a Howard Hughes Medical Institute investigator at the University of 
Michigan. He is an elected member of the National Academy of Medicine and the National Academy of 
Sciences, was awarded the Presidential Medal of Freedom in November 2007, and received the National 
Medal of Science in 2009. In 2020, he was elected as a Foreign Member of the Royal Society (UK) and was 
also named the 50th winner of the Templeton Prize, which celebrates scientific and spiritual curiosity. 


Dr. Freda Lewis-Hall, M.D., DEAPA, MFPM, was Pfizer, Inc.'s Chief Medical Officer and Executive 
Vice President until the end of 2018 and Chief Patient Officer and Executive Vice President during 2019. 
Over the course of her distinguished career, she has been on the frontlines of health care as a clinician, 
educator, researcher and leader in the biopharmaccuticals and life sciences industries. Prior to Pfizer, Dr. 
Lewis-Hall held senior leadership positions of Chief Medical Officer and Executive Vice President, 
Medicines Development at Vertex Pharmaceuticals; Senior Vice President, US Pharmaceuticals at Bristol 
Myers Squibb; Vice President, Research and Development. Product Development at Pharmacia Corporation; 
and Product Team Leader and Director at Eli Lilly and Company. She serves on the Board of Fellows of 
The Harvard Medical School, the Board of Advisors of the Dell Medical School and the Board of Governors 
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for the Patient-Centered Outcomes Research Institute. She also serves on the corporate boards of Milliken 
and Company, a global diversified industrial manufacturer; 1Life Healthcare, Inc., a health services 
company; Exact Sciences, Inc., a molecular diagnostics company; and SpringWorks Therapeutics, a 
biopharmaceutical company. 


Maria C, Freire, Ph.D. is the President and Executive Director of the Foundation for the National Institutes 
of Health (FNIH). Prior to FNIH, fiom 2008 to 2012, she was President of the Albert and Mary Lasker 
Foundation, where she established pr itiatives that expanded the brand and reach of the 
foundation. From 2001 to 2008, she served as President and Chief Executive Officer of the Global Alliance 
for TB Drug Development (TB Alliance), and prior to that, she directed the Office of Technology Transfer 
at the NIH. Dr. Freire is widely recognized as an expert in technology commercialization and has a wide 
range of experience in the public and private biomedical sectors. She is the Chair of the Business Advisory 
Board of the Institute for Research in Biomedicine in Barcelona, Spain; a Director of Alexandria Real Estate 
Equities, Inc.; is on the Board of Directors for Exelixis, Inc.; has served as a member of the Commission on 
a Global Health Risk Framew ‘or the Future of the National Academy of Medicine and the Executive 
Committee of the United Nations’ Sustainable Development Solutions Network; and was a member of the 
UN Secretary General's High-Level Panel on Access to Medicines. She is a member of the National 
Academy of Medicine and the Council on Foreign Relations. 


mma 


About the N: 
Institutes and 


ati 


nal Institutes of Health (NIH): NIH, the nation's medical research agency, includes 27 
enters and is a component of the U.S. Department of Health and Human Services, NIH is the 
primary federal agency conducting and supporting basic, clinical, and translational medical research, and is 
investigati , treatments, and cures for both common and rare diseases. For more information 
about NIH and its programs, visit wy 


g the caus 


nih 


About the Foundation for the National Institutes of Health: The Foundation for the National Institutes 
of Health creates and manages alliances with public and private institutions in support of the mission of the 
NIH, the world’s premier medical research agency. The Foundation, also known as the FNIH, works with 
its partners to accelerate biomedical research and strategies against dis: and health concerns in the 
United States and across the globe. The FNIH organizes and administers research projects; supports 
education and training of new researchers; organizes educational events and symposia; and administers a 
series of funds supporting a wide range of health issues. Established by Congress in 1990, the FNIH is a not- 
for-profit 501 (c)(3) charitable organization. For additional information about the FNIH, please visit fnih.org 


BlackRock.com/Institutions 


Any data collected will be processed according to BlackRock's privacy policy, which can be found 
here. 


If you no longer want to receive information from BlackRock, please click here. 
BlackRock, Inc. 
40 East 52nd Street 


New York, NY 10022 


This material is for distribution to Professional Clients (as defined by the Financial Conduct 
Authority or MiFID Rules) and Qualified Investors only and should not be relied upon by any other 
persons. 


Issued by BlackRock Investment Management (UK) Limited, authorised and regulated by the 
Financial Conduct Authority. Registered office: 12 Throgmorton Avenue, London, EC2N 2DL. Tel: 
+ 44 (0)20 7743 3000. Registered in England and Wales No. 2020394. For 
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telephone calls are usually recorded. BlackRock is a trading name of BlackRock Investment 
Management (UK) Limited. Please refer to the Financial Conduct Authority website for a list of 
authorised activities conducted by BlackRock. 


In the event where the United Kingdom !eaves the European Union without entering into an 
arrangement with the European Union which permits firms in the United Kingdom to offer and 
provide financial services into the European Union (“No Deal Brexit Event’), the issuer of this 
material is: 

- BlackRock Investment Management (UK) Limited for all outside of the European Economic Area; 
and 

- BlackRock (Netherlands) B.V. for in the European Economic Area, 

however, prior to a No Deal Brexit Event and where a No Deal Brexit Event does not occur, 
BlackRock Investment Management (UK) Limited will be the issuer. 


BlackRock (Netherlands) B.V.: Amstelplein 1, 1096 HA, Amsterdam, Tel: 020 — Say peo Trade 
Register No. 17068311. For more information, please see the website: : . For 
your protection, telephone calls are usually recorded. BlackRock is a trading name oF BlackRock 
(Netherlands) B.V. 


For Investors in the UK: In the UK this document is directed only at persons who are 
professional clients or eligible counterparties for the purposes of the Financial Conduct Authority's 
Conduct of Business Sourcebook. The opportunity to invest in the Fund is only available to such 
persons in the UK and this document must not be relied or acted upon by any other persons in the 
UK. 


For qualified investors in Switzerland: This document is marketing material. This document 
shall be exclusively made available to, and directed at, qualified investors as defined in the Swiss 
Collective Investment Schemes Act of 23 June 2006, as amended. 


For Professional Clients in Dubai (DIFC): This information can be distributed in and from the 
Dubai International Financial Centre (DIFC) by BlackRock Advisors (UK) Limited - Dubai Branch 
which is regulated by the Dubai Financial Services Authority (‘DFSA’) and is only directed at 
‘Professional Clients' and no other person should rely upon the information contained within it. 
Neither the DFSA or any other authority or regulator located in the GCC or MENA region has 
approved this information. This information and associated materials have been provided to you at 
your express request, and for your exclusive use. This document is not intended for distribution to, 
or use by, any person or entity in any jurisdiction or country where such distribution would be 
unlawful under the securities laws of such. Any distribution, by whatever means, of this document 
and related material to persons other than those referred to above is strictly prohibited. 


For investors in Israel: BlackRock Investment Management (UK) Limited is not licenced under 
Israel's Regulation of Investment Advice, Investment Marketing and Portfolio Management Law, 
5755-1995 (the “Advice Law’), nor does it carry insurance thereunder. 


Qatar: The shares are only being offered to a limited number of investors who are willing and able 
to conduct an independent investigation of the risks involved in an investment in such shares. This 
promotional documentation does not constitute an offer to the public and is for the use only of the 
named addressee and should not be given or shown to any other person (other than employees, 
agents or consultants in connection with the addressee's consideration thereof). The fund has not 
been and will not be registered with the Qatar Central Bank or under any laws of the State of 
Qatar. No transaction will be concluded in your jurisdiction and any inquiries regarding the shares 
should be made to BlackRock Investment Management (Uk) Limited at the address above. 


UAE: This document, and the information contained herein, does not constitute, and is not 
intended to constitute, a public offer of securities in the United Arab Emirates and accordingly 
should not be construed as such. The Units are only being offered to a limited number of exempt 
investors in the UAE who fall under one of the following categories of non-natural Qualified 
Investors: (1) an investor which is able to manage its investments on its own, namely: (a) the 
federal government, local governments, government entities and authorities or companies wholly- 
owned by any such entities; (b) international entities and organisations; or (c) a person licensed to 
carry out a commercial activity in the UAE, provided that investment is one of the objects of such 


person; or (2) an investor who is represented by an investment manager licensed by the SCA, 
(each a “non-natural Qualified Investor”). 


The Units have not been approved by or licensed or registered with the UAE Central Bank, the 
Securities and Commodities Authority, the Dubai Financial Services Authority, the Financial 
Services Regulatory Authority or any other relevant licensing authorities or governmental agencies 
in the UAE (the Authorities"). The Authorities assume no liability for any investment that the 
named addressee makes as a non-natural Qualified Investor. The [document] is for the use of the 
named addressee only and should not be given or shown to any other person (other than 
employees, agents or consultants in connection with the addressee's consideration thereof). 


Saudi Arabia: BlackRock Investment Management (UK) Limited is an entity registered and 
operating under the laws of England and Wales. 

This document constitutes a Securities Business Advertisement under the Securities Business 
Regulations issued by the Board of the Capital Market Authority of the Kingdom of Saudi Arabia 
(the CMA), as amended (the “Securities Business Regulations"), and is only intended for those 
outlined under the Securities Business Regulations, or any other successor regulation, namely: (A) 
Exempt Persons; (B) CMA Authorised Persons; and (C) ‘investment institutions’ (as defined under 
the Saudi CMA rules). As such, this document relates to a financial product which is not subject to 
any form of regulation or approval by the CMA or a CMA Authorised Person. 


This document is not an offer of units of a foreign fund under the Investment Fund Regulations, or 
an offer of a security under the Rules on the Offer of Securities and Continuing Obligations, issued 
by the CMA, or any other successor regulation 


The CMA has no responsibility for reviewing or verifying any this document or any other materials 
in connection with this financial product. Accordingly, the CMA has not approved this document or 
any other associated documents nor taken any steps to verify the information set out in this 
document, and has no responsibility for it. 


The financial product to which this document relates may be illiquid and/or subject to restrictions 
on its resale. Prospective purchasers should conduct their own due diligence on the financial 
product. If you do not understand the contents of this document you should consult an authorised 
financial adviser. 


This information is provided at your request for due diligence and information purposes only and is 
for Institutional Investors only within Asia Pacific (or professional/sophisticated /qualified investors, 
as such term may apply in local jurisdictions). This document or any information contained or 
incorporated by reference herein relating to the Fund is provided to you on a strictly confidential 
basis and does not constitute investment advice or an offer or solicitation to purchase or sell in any 
securities, BlackRock funds or any investment strategy nor shall any securities be offered or sold 
to any person in any jurisdiction in which an offer, solicitation, purchase or sale would be unlawful 
under the securities laws of such jurisdiction. Investment involves risk, including possible loss of 
principal. Before making an investment decision, investors should read the relevant offering 
documents carefully including the investment objective and risk factors relating to the fund 


In Singapore, this document is provided by BlackRock (Singapore) Limited (company registration 
number:200010143N) for use only with institutional investors as defined in Section 4A of the 
Securities and Futures Act, Chapter 289 of Singapore. This advertisement or publication has not 
been reviewed by the Monetary Authority of Singapore. 


In Hong Kong, this material is issued by BlackRock Asset Management North Asia Limited and 
has not been reviewed by the Securities and Futures Commission of Hong Kong. This material is 
for distribution to "Professional Investors" (as defined in the Securities and Futures Ordinance 
(Cap.571 of the laws of Hong Kong) and any rules made under that ordinance.) and should not be 
telied upon by any other persons or redistributed to retail clients in Hong Kong. 


In South Korea, this information is issued by BlackRock Investment (Korea) Limited. This material 
is for distribution to the Qualified Professional Investors (as defined in the Financial Investment 
Services and Capital Market Act and its sub-regulations) and for information or educational 
purposes only and does not constitute investment advice or an offer or solicitation to purchase or 
sells in any securities or any investment strategies. 


In Taiwan, independently operated by BlackRock Investment Management (Taiwan) Limited. 
Address: 28F., No. 100, Songren Rd., Xinyi Dist., Taipei City 110, Taiwan. Tel: (02)23261600. 

In China, this material may not be distributed to individuals resident in the People's Republic of 
China ("PRC", for such purposes, excluding Hong Kong, Macau and Taiwan) or entities registered 
in the PRC unless such parties have received all the required PRC government approvals to 
participate in any investment or receive any investment advisory or investment management 
services. 


In Australia and New Zealand, issued by BlackRock Investment Management (Australia) Limited 
ABN 13 006 165 975 AFSL 230 523 (BIMAL) for the exclusive use of the recipient who warrants 
by receipt of this material that they are a wholesale client and nota retail client as those terms are 
defined under the Australian Corporations Act 2001 (Cth) and the New Zealand Financial Advisers 
Act 2008 respectively. BIMAL is the issuer of financial products and acts as an investment 
manager in Australia. BIMAL does not offer financial products to persons in New Zealand who are 
retail investors (as that term is defined in the Financial Markets Conduct Act 2013 (FMCA)). This 
material does not constitute or relate to such an offer. To the extent that this material does 
constitute or relate to such an offer of financial products, the offer is only made to, and capable of 
acceptance by, persons in New Zealand who are wholesale investors (as that term is defined in 
the FMCA). This material has not been prepared specifically for Australian or New Zealand 
investors and may contain references to dollar amounts which are not Australian or New Zealand 
dollars and financial information which are not prepared in accordance with Australian or New 
Zealand law or practices. 


For Southeast Asia: This document is issued by BlackRock and is intended for the exclusive use 
of any recipient who warrants, by receipt of this material, that such recipient is an institutional 
investors or professional/sophisticated/qualified/accredited/expert investor as such term may apply 
under the relevant legislations in Southeast Asia (for such purposes, includes only the Philippines, 
and Brunei). BlackRock does not hold any regulatory licenses or registrations in Southeast Asia 
countries listed above, and is therefore not licensed to conduct any regulated business activity 
under the relevant laws and regulations as they apply to any entity intending to carry on business 
in Southeast Asia, nor does BlackRock purport to carry on, any regulated activity in any country in 
Southeast Asia. BlackRock funds, and/or services shall not be offered or sold to any person in any 
jurisdiction in which such an offer, solicitation, purchase, or sale would be deemed unlawful under 
the securities laws or any other relevant laws of such jurisdiction(s). 


This material is provided to the recipient on a strictly confidential basis and is intended for 
informational or educational purposes only. Nothing in this document, directly or indirectly, 
represents to you that BlackRock will provide, or is providing BlackRock products or services to 
the recipient, or is making available, inviting, or offering for subscription or purchase, or invitation 
to subscribe for or purchase, or sale, of any BlackRock fund, or interests therein. This material 
neither constitutes an offer to enter into an investment agreement with the recipient of this 
document, nor is it an invitation to respond to it by making an offer to enter into an investment 
agreement. 


The distribution of the information contained herein may be restricted by law and any person who 
accesses it is required to comply with any such restrictions. By reading this information you 
confirm that you are aware of the laws in your own jurisdiction regarding the provision and sale of 
funds and related financial services or products, and you warrant and represent that you will not 
pass on or utilize the information contained herein in a manner that could constitute a breach of 
such laws by BlackRock, its affiliates or any other person. 


Latin America: In Latin America, for Institutional Investors and Financial Intermediaries Only (Not 
for public distribution). This material is for educational purposes only and does not constitute an 
offer or solicitation to sell or a solicitation of an offer to buy any shares of any fund (nor shall any 
such shares be offered or sold to any person) in any jurisdiction in which an offer, solicitation, 
purchase or sale would be unlawful under the securities law of that jurisdiction. It is possible that 
some or all of the funds mentioned in this document have not been registered with the securities 
regulator of Argentina, Brazil, Chile, Colombia, Mexico, Panama, Peru, Uruguay or any other 
securities regulator in any Latin American country and thus might not be publicly offered within any 
such country. The securities regulators of such countries have not confirmed the accuracy of any 
information contained herein. No information discussed herein can be provided to the general 


public in Latin America 


Chile: In Chile, the offer of each security not registered with the Comision para el Mercado. 
Financiero ("CMF") is subject to General Rule No. 336 issued by the SVS (now the CMF). The 
subject matter of this offer may include securities not registered with the CMF; therefore, such 
securities are not subject to the supervision of the CMF. Since the securities are not registered in 
Chile, there is no obligation of the issuer to make publicly available information about the 
securities in Chile. The securities shall not be subject to public offering in Chile unless registered 
with the relevant registry of the CMF 


Colombia: In Colombia, the offer of each Fund is addressed to less than one hundred specifically 
identified investors, and such Fund may not be promoted or marketed in Colombia or to 
Colombian residents unless such promotion and marketing is made in compliance with Decree 
2555 of 2010 and other applicable rules and regulations related to the promotion of foreign 
financial and/or securities related products or services in Colombia. 


Peru: In Peru, this material is for the sole use of Institutional Investors, as such term is defined by 
the Superintendencia de Banca, Seguros y AFP. 


Argentina: In Argentina, only for use with Qualified Investors under the definition as set by the 
Comisién Nacional de Valores (CNV). 


Mexico: For institutional investors, financial intermediaries and sophisticated investors only. Not 
for public distribution. Investing involves risk, including possible loss of principal. This material is 
provided for educational and informational purposes only and does not constitute an offer or 
solicitation to sell or a solicitation of an offer to buy any shares of any fund or security. It is your 
tesponsibility to inform yourself of, and to observe, all applicable laws and regulations of Mexico. If 
any funds are mentioned or inferred in this material, such funds have not been registered with the 
securities regulators of Mexico and thus, may not be publicly offered in Mexico. The Mexican 
National Banking and Securities Commission (Comision Nacional Bancaria y de Valores) has not 
confirmed the accuracy of any information contained herein. This material represents an 
assessment at a specific time and its information should not be relied upon by the reader as 
research or investment advice regarding the funds or any security in particular. Reliance upon 
information in this material is at your sole discretion. The provision of investment management and 
investment advisory services is a regulated activity in Mexico and thus is subject to strict rules. For 
more information on the Investment Advisory Services or Management Services offered by 
BlackRock vec please refer to the Investment Services Guide available at 

BlackRock México is not authorized to receive deposits, carry out 
intermediation activities, or act as a broker. 


For the U.S. and Canada: This material is provided for informational purposes only and does not 
constitute an offer to sell nor a solicitation to invest in any jurisdiction in which such solicitation is 
unlawful or to any person to whom it is unlawful. Moreover, it neither constitutes an offer to enter 
into an investment agreement with the recipient of this document nor an invitation to respond to it 
by making an offer to enter into an investment agreement. No recipient is permitted to use this 
information in any way that would violate U.S. securities laws, rules or regulations. 


Any reference herein to any security and/or a particular issuer shall not constitute a 
recommendation to buy or sell, offer to buy, offer to sell, or a solicitation of an offer to buy or sell 
any such securities issued by such issuer. Historical performance information depicted herein is 
not indicative of future performance or investment returns, and actual events or conditions may not 
be consistent with, and may differ materially from, those depicted. 


This material contains “forward-looking” information that is not purely historical in nature. Such 
information may include, among other things, projections, forecasts, and proposed or expected 
portfolio composition. No representation is made that the projections or forecasts presented will be 
achieved, or that every assumption made in calculating or presenting either the forward-looking 
information or the historical information herein has been considered or stated in preparing this 
material. Any changes to assumptions that may have been made in preparing this material could 
have a material impact on the results presented herein by way of example. 


Jenn Tri 
Analyst 
Phone: - 


This material is not intended to be relied upon as a forecast, research or investment advice, and is 
not a recommendation, offer or solicitation to buy or sell any securities or to adopt any investment 
strategy. The opinions expressed are as of the date of this presentation and may change as 
subsequent conditions vary. The information and opinions contained in this material are derived 
from proprietary and nonproprietary sources deemed by BlackRock to be reliable, are not 
necessarily all-inclusive and are not guaranteed as to accuracy. Reliance upon information in this 
material is at the sole discretion of the reader. 


This document contains general information only and is not intended to represent general or 
specific investment advice. The information does not take into account your financial 
circumstances. An assessment should be made as to whether the information is appropriate for 
you having regard to your objectives, financial situation and needs. 


Any research in this document has been procured and may have been acted on by BlackRock for 
its own purpose. The results of such research are being made available only incidentally. The 
views expressed do not constitute investment or any other advice and are subject to change. They 
do not necessarily reflect the views of any company in the BlackRock Group or any part thereof 
and no assurances are made as to their accuracy. 


This document is for information purposes only and does not constitute an offer or invitation to 
anyone to invest in any BlackRock funds and has not been prepared in connection with any such 
offer. 


THIS MATERIAL IS HIGHLY CONFIDENTIAL AND IS NOT TO BE REPRODUCED OR 
DISTRIBUTED TO PERSONS OTHER THAN THE RECIPIENT. 


Issued in United States by BlackRock Investments, LLC, a member of FINRA. 


In Canada, for Permitted Clients Only 


020 BlackRock, Inc. All Rights reserved. BBACKROCK, BLACKROCK SOLUTIONS, 
ISHARES, BUILD ON BLACKROCK and SO WHAT DO | DO WITH MY MONEY are registered 
and unregistered trademarks of BlackRock, Inc. or its subsidiaries in the United States and 
elsewhere. All other trademarks are those of their respective owners. 


an 
| BlackRock Private Equity Partners 
b6 | Mobile b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/9/2020 10:50:32 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 


Huh? Curious to know what the WG had to say. Looks like the COVID R&D Consortium is trying to become a 
clone of ACTIV — seeking government involvement (especially BARDA money). How is this not duplicative? 


FC 

From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, July 9, 2020 6:40 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: COVID-19 R and D Leaders Consortium slides presented to TX-Clin WG 7-9-20.pptx 
| was not on this part of the call but these are the slides Keith Gottesdiener shared with the ACTIV Therapeutics-Clinical 


Working Group on their call this afternoon. 
Hmmm. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/10/2020 1:22:01 AM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

Subject: RE: Follow up 


One more quick question —| was surprised to hear that there have been multiple screens on live virus (not 
pseudotyped) by multiple groups. That would have to be done ina BSL-3, right? Does Scripps have 
that? Who else has done that? Southern Research Institute? Others? 


Francis 

From: Austin, Christopher (NIH/NCATS) [E] < bé 

Sent: Thursday, July 9, 2020 1:28 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 Colvis, Christine (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 
Hi Francis, 


| think at this point it would be unlikely to help COVID-19, and we told them that on the call — our conversation was 
about the need for immediate and complete data release that so far only we are doing, and the general case of having 
such capacity immediately available for the inevitable future pandemics. As you point out, there have been multiple 
screens on live virus by multiple groups for SARS-CoV2, including the Calipr group, and positives published. 


The possible exceptions to this are (a) if the virus mutates to a sufficient degree that drug sensitivities may have 
changed, or (b) combination testing, which so far has not been done comprehensively. By coincidence, just yesterday a 
proposal (enclosed) was presented by Christine Colvis to the ACTIV Preclinical WG to do combination screening at NCATS 
of our approved drug library against the four front-line candidate therapeutics remdesivir, EIDD-2801, camostat, and 
nafamostat, to look for positive or negative additivity/synergy. Compounds would be plated at NCATS using our acoustic 
technologies, and shipped to SRI for CPE assay testing in their BSL3 facility. Janet Woodcock suggested on our call with 
her 2 weeks ago that she might be willing to support such a screen with OWS funds. 


The ACTIV Preclinical WG has done mapping of all BSL3 facilities, and Joe can give you that information. 


Chris 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, July 8, 2020 9:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] b6 Menetski, Joseph (FNIH) [T] < b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: FW: Follow up 
Hi Chris and Joe, 


See thread below. This very well intentioned group of AIDS activists, who know Tony Fauci really well, are 
convinced that a screen of all approved drugs against SARS-CoV-2 (in a BSL-3 lab) would turn up something 
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that could be repurposed and would yield a major advance in treatments for COVID-19. Their screening guy 
James Krellenstein has previously spoken with Chris. 


Two questions: 1) Given all of the other screens that have been done by now, is it likely that a screen of this 
sort, done in a BSL-3 lab, would actually yield a major advance? 2) If the answer is possibly yes, what would be 
the best path forward to get it done? | understand from Paul Stoffels that such a lab exists in the Netherlands 
—| have written him to ask about that. But are their other options? 


Francis 
From: v6 < b6 
Sent: Wednesday, July 8, 2020 11:36 AM 
To: ‘James Krellenstein' < b6 Collins, Francis (NIH/OD) [E] < b6 ‘Joseph 
Osmundson' < b6 ‘Matthew Rose! < b6 ‘covid_diagnostics' 
b6 ‘Mitchell Warren’ < b6 

Cc: Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna (NIH/OD) [E] 

b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] 
< b6 Conrad, Patricia (NIH/NIAID) [E] < b6 ‘Christian Urrutia’ 
< b6 "David Barr'< b6 Awwad, David (NIH/NIAID) [C] 
< b6 Austin, Christopher (NIH/NCATS) [E] < b6 


Subject: RE: Follow up 


Hi Francis — | know you’re swamped, but we’re hoping your available for another call on this. 


Peter 

From: James Krellenstein < b6 

Sent: Tuesday, June 30, 2020 7:45 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Joseph Osmundson < b6 Matthew Rose 

< b6 covid_diagnostics b6 Mitchell Warren 

< b6 

Ce: b6 Barasch, Kimberly (NIH/NIAID) [C] < b6 McManus, Ayanna 
(NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 Fauci, Anthony 
(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 Christian Urrutia 
< b6 David Barr b6 >; Awwad, David (NIH/NIAID) [C] 

< b6 Austin, Christopher (NIH/NCATS) [E] < v6 


Subject: Re: Follow up 
Hi, Tony and Francis: 


Thanks again for connecting us with the NCATS folks. We spoke with Chris and his team on Friday, and had an extremely 
productive conversation. 


Based on what we learned from the NCATS team, we think it is pretty urgent that we schedule another call with you all 
to discuss what was conveyed to us. 


To be blunt, we were dumbfounded that NCATS ability to perform high throughput screening using wild type SARS-CoV2 
is hindered by NCATS inability to access a BSL3 facility, including those under direct NIH control. Instead, NCATS is forced 
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to use contract research organizations and outside academic labs to do this screening, which prevents NCATS scientists 
from directly engaging in assay optimization and other processes necessary for well designed high throughput screening. 


Given the urgency of the COVID-19 crisis -- and identifying potential small molecule inhibitors of SARS-CoV2 replication -- 
we do not understand how this was allowed to happen (and still has not been resolved). 


Thanks again. Looking forward to speaking soon. 
Sincerely, 
James 


On behalf of the Diagnostics and Treatments Committee, COVID-19 Working Group / New York City. 


James B. Krellenstein 
he- him —his 
109 S Sth St, 
Brooklyn, NY 11249 
b6 (mobile) 
b6 


On Wed, Jun 10, 2020 at 6:52 PM Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi James and the PrEP4ALL group, 


Here’s a quick follow up about high throughput screening for small molecules that might have activity against SARS- 
CoV-2. Chris Austin and his NCATS team are making significant efforts to screen all compounds that have been in 
humans against a number of SARS-CoV-2 assays, many of which are viral entry assays (and other early events). See 
https://opendata.ncats.nih.gov/covid19/assays . Many of the assays are in development or are currently running, but 
Chris Austin has a timeline for when all of these individual assay results should be available on the Open Science Portal. 


'm ccing Chris on this message so you can follow up with him. 


Best, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/29/2021 3:33:59 AM 

To: Roberts, Jacqueline (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50c3ed243e2b4df4be54b8c2e446a7ba-robertsjm]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad2 16e237e-amcmanus] 

cc: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; NIH NMB (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40217e93fe7a42ce830b6a172c2f2ac2-nihnmb 


Subject: RE: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 

Flag: Follow up 

OK 

From: Roberts, Jacqueline (NIH/OD) [E] < b6 

Sent: Thursday, January 28, 2021 4:06 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, 
Ayanna (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] < b6 Wojtowicz, Emma (NIH/OD) [E] < b6 NIH NMB 
(NIH/OD) < b6 


Subject: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 


Interview Request for Dr. Collins 
January 28, 2021 


Request: Topic - ACTIV 
Deadline: 45-minutes on Zoom by February 19, 2021. 30-minute interview with 10-15 minutes for tech check. 


Additional information: 

Dr. Maria C. Freire invited Dr. Collins to join her new podcast, Pull up a Chair with Dr. Freire: COVID 
Conversations. Dr. Freire would like to have a conversation about ACTIV, how that partnership came together, 
how protocols were developed, ete. 


The podcast has not launched yet, so they are unclear on anticipated downloads. The audience is broad/general 
public. They are trying to get complicated concepts into simple terms to be understood by the general public, 
especially as it relates to COVID therapeutics and vaccines. 

FNIH plans on posting the podcast on Apple, Spotify, FNIH website, and FNIH social media. 


Recommendation: 
We understand Dr. Collins has already accepted. OCPL can help with scheduling. 
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Submitted by: 
Jackie Roberts, b6 


NIH OCPL 


Media contact information: 
Abbey Meltzer 
Vice President, FNIH 

b6 


Other important notes: 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 


Sent: 7/10/2020 2:50:48 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Hever telecon 24th July 

From: Jill Payne < b6 

Sent: Friday, July 10, 2020 9:36 AM 

To: 'Prof Trevor M Jones CBE FMedSci' < b6 Collins, Francis (NIH/OD) [E] 

< b6 

Ce: 'mikael Dolsten' < v6 ‘Morten Sogaard! < v6 'Geoff Frew! 

< b6 


Subject: RE: Hever telecon 24th July 


ch 


Hi Francis, could | have the pre-reads by the 20" July to circulate please? 


Kind regards 


Jill Payne 
On behalf of Hever 


Email: b6 
Cell: b6 


This email and the Information it contains, |s for the sole use of the address(s) only and may contain privileged or confidential 

information. Unauthorised use, disclosure, copying or transferring by any means is strictly prohibited. if you are not the addressee and are in 
possession of this e-mail, please delete it from your system(s) and notify us immediately. Under the Data Protection Act (1998) we draw your 
attention to the fact that distributing, publishing or reproducing e-mails that have been inadvertently received is strictly prohibited, The sender 
stakes no responsibility for any errors and error omissions. Copyright 2020 Europharm Management Education Ltd ~All Rights Reserved 


From: Prof Trevor M Jones CBE FMedSci [mailto: b6 
Sent: 10 July 2020 14:33 

To: b6 q 

Ce: b6 ; Geoff Frew; b6 


Subject: Hever telecon 24th July 


Francis 


Please find attached the draft Agenda for our telecon in 14 days time 


Please will you confirm that you lead on the ACTIV mAb item 
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Also please can you arrange for someone to send a pre-read update on ACTIV to Jill for distribution before the 
event 


Many thanks 


Trevor 


Prof Trevor M Jones CBE FMedSci 


This email has been scanned by iomartcloud. 
http://www.iomartcloud.com 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/10/2020 2:50:29 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: Hever telecon 24th July 


Attachments: Hever Group Meeting on 24thDraft at 9th July_.pdf 


Hi David, 


See proposed draft agenda for the next HEVER telecon. It’s a little odd —| can’t understand the topics 
assigned to Janet W and Peter M. 


And for ACTIV and mAbs, why is Hal Barron (GSK) part of that? 


Since the meeting is July 24, and we'll have an Exec Comm meeting on July 15, | assume we can send some 
version of the same summary prepared for that? 


Francis 


From; Prof Trevor M Jones CBE FMedSci < b6 

Sent: Friday, July 10, 2020 9:33 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: b6 < b6 b6 < b6 Geoff Frew 
< b6 b6 

Subject: Hever telecon 24th July 


Francis 


Please find attached the draft Agenda for our telecon in 14 days time 


Please will you confirm that you lead on the ACTIV mAb item 


Also please can you arrange for someone to send a pre-read update on ACTIV to Jill for distribution before the 
event 


Many thanks 


Trevor 
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Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/29/2021 3:45:53 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: fact check 


Is it accurate to say that the ACTIV master protocol for phase 3 vaccine trials basically defined the necessary scale, the 
primary endpoints, and the desired use of a shared DSMB? I’m not sure everyone remembers the work that was done in 
April — July. 


Fe 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/10/2020 5:11:20 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Le 4 Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: Urgent need for numbers 

Hi David, 


If all of the ACTIV inpatient trials were going to include remdesivir as standard of care, how many patients would that 
be? We need to assess how significant a percentage of the available drug this would represent. | think it’s very small, 
but want to be sure, 

Cliff, can you make the same estimate for other NIH inpatient trials that are not sponsored by ACTIV? 


FC 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/10/2020 8:19:29 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Wood, Gretchen 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: July 17 -24 


Totally understand, and I'm totally supportive! 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, July 10, 2020 3:47 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 
Wood, Gretchen (NIH/OD) [E] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: July 17 -24 


Hi Francis: 
| wanted to let you know | will be taking some (b) (6) 

| will be bringing my laptop and keeping tabs on ACTIV generally, and can respond to anything 
urgent. However | have asked Joe Menetski to take over for me on the morning war room calls, including slide prep and 
discussion. | may also be taking off a week in August, but the early morning meetings should be less of an issue for 
that. Thanks, David 


David Wholley 


Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNUE earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organigation that exceeds industry standards, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/14/2020 1:40:51 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: AMP leadership 

Hi David, 


See message below from Paul. I’m sympathetic with his high level of commitment to multiple tasks. And! 
think we need him more for ACTIV right now than for the AMP EC. But | wouldn’t want his AMP role 
delegated to a lower level in JnJ. Do we have another candidate to bring on to the AMP EC to fill his slot? 


FC 


From: Stoffels, Paul [JJCUS] < b6 
Sent: Monday, July 13, 2020 6:47 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: AMP leadership 


Hi Francis, 


I'm reaching out regarding my role at the AMP Executive Committee. 


As you know I’m deeply involved in the industry response to COVID19, which on top of my commitments as J&J Vice 
Chair and CSO overseeing R&D for J&J globally as well as my role at WEF, IMI, etc, are making my agenda rather 
complicated. 

Furthermore, I’m currently co-chairing ACTIV with you, and since AMP is getting into more “tactical/detailed” status, | 
wonder if you would consider appropriate for me to delegate my role at AMP to Mathai Mammen, who’s now leading 
Janssen’s Pharmaceutical R&D organization, thus closer to our portfolio development plans in those areas. 


| realize these type of decisions can be sensitive and would like to confirm my continuous support to AMP, but would 
appreciate your consideration to this proposal so | can focus on our work on ACTIV and other key areas. 


Let me know if you would like to talk about this over the phone at any time. 
Thank you and best regards, 


Paul. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/14/2020 9:49:06 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: AMP leadership 

Flag: Follow up 


That would be great. Can you draft up an invitation? And I'll send a note to Paul to let him know he is off the 
hook, but we will want to name a different EC member. 


FC 

From: Wholley, David (FNIH) [T] < b6é 
Sent: Monday, July 13, 2020 10:21 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: AMP leadership 
(b) (5) 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, July 13, 2020 9:41 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: AMP leadership 


Hi David, 


See message below from Paul. I’m sympathetic with his high level of commitment to multiple tasks. And | 
think we need him more for ACTIV right now than for the AMP EC. But! wouldn't want his AMP role 
delegated to a lower level in JnJ. Do we have another candidate to bring on to the AMP EC to fill his slot? 


FC 


From: Stoffels, Paul [JJCUS] < b6 
Sent: Monday, July 13, 2020 6:47 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: AMP leadership 


Hi Francis, 


I'm reaching out regarding my role at the AMP Executive Committee. 


As you know I’m deeply involved in the industry response to COVID19, which on top of my commitments as J&J Vice 
Chair and CSO overseeing R&D for J8d globally as well as my role at WEF, IMI, etc, are making my agenda rather 
complicated. 

Furthermore, I’m currently co-chairing ACTIV with you, and since AMP is getting into more “tactical/detailed” status, | 
wonder if you would consider appropriate for me to delegate my role at AMP to Mathai Mammen, who’s now leading 
Janssen’s Pharmaceutical R&D organization, thus closer to our portfolio development plans in those areas. 


COLL0000019861 


| realize these type of decisions can be sensitive and would like to confirm my continuous support to AMP, but would 
appreciate your consideration to this proposal so | can focus on our work on ACTIV and other key areas. 


Let me know if you would like to talk about this over the phone at any time. 
Thank you and best regards, 


Paul. 


COLL0000019861 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/29/2021 4:37:34 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: fact check 


Thanks, Mike — it’s great to have this information. As people begin to write the history of how we met the 
challenge of COVID-19, this is an important chapter. 


FC 

From; Santos, Michael (FNIH) [T] < b6 

Sent: Friday, January 29, 2021 7:49 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: fact check 
Hi Francis, 


Yes, the main areas that the group harmonized on were: 
* Populations (including discussions of overweighting on older participants, high-risk participants, and participants 
of color, and the inclusion of seropositives) 
¢ Endpoints (aligning on virologically confirmed symptomatic disease as primary, with seroconversion and more 
severe disease as secondaries) 
Success criteria (aligning on 30% for the lower bound of the 95% Cl of the primary endpoint efficacy estimate 
after FDA eventually decided on that) 
©. This set the endpoints for the primary analysis at ~150, which was combined with projections of 
incidence to size the trials 
© The incidence projections were unfortunately much more conservative than the reality 
We also discussed appropriate interim analysis strategies, which companies eventually negotiated 
individually with FDA 
¢ Common DSMB 
® Common labs and correlates of protection analyses with a batched case-cohort design 
o°. This was viewed as particularly important to mitigate the possibility that antibody assays wouldn’t be 
standardized by the time of the analyses 


We also discussed some cross-cutting operational questions, like how stable geographic hot spots of incidence were 
(which, again, ended up not being especially relevant as the epidemiology evolved). 


Although in the end there were some differences among the OWS trials in these dimensions, they were broadly 
harmonized (and even Pfizer was quite similar along the first three bullet points). 


If there’s any additional information that would be of help, please don’t hesitate to reach out. 


Thanks, 
Mike 


COLL0000019868 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the Na 


Institutes of Health 


From: Wholley, David (FNIH) [T] b6 

Sent: Friday, January 29, 2021 6:49 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Santos, Michael (FNIH) [T] < b6 Freire, Maria (FNIH) [T] b6 


Subject: RE: fact check 


| do remember the work, as | am sure Mike Santos does. | believe the statement is true, with the caveat that the vaccine 
manufacturers kind of went their own way on some aspects of their protocols. The group also had substantial input to 
FDA’s thinking on the criteria for an EUA. Copying Mike who can confirm. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 28, 2021 10:46 PM 

To: Wholley, David (FNIH) [T] b6 
Subject: fact check 


Is it accurate to say that the ACTIV master protocol for phase 3 vaccine trials basically defined the necessary scale, the 
primary endpoints, and the desired use of a shared DSMB? |’m not sure everyone remembers the work that was done in 
April — July, 


FC 


COLL0000019868 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/15/2020 4:14:29 PM 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs} 

Ls 4 McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus] 

Subject: RE: Need your assistance in holding some time on Francis's calendar 


Let’s try to do both. | can give 30 minutes to each. That will mean moving Ex Comm. | don’t expect to be part 
of the OD All-Hands meeting, unless LAT wants me to. 


FC 


From: Wood, Gretchen (NIH/OD) [E] < bé 

Sent: Wednesday, July 15, 2020 10:10 AM 

To: Collins, Francis (NIH/OD) [E] < v6 

Cc: McManus, Ayanna (NIH/OD) [E] < b6 

Subject: FW: Need your assistance in holding some time on Francis's calendar 


Good morning, Francis, 


Okay to schedule for both dates and times? The 28" conflicts with ExComm and the 29" conflicts with the OD All-Hands 
meeting. If yes, how long would you like to participate? Thanks. 


From: David Wholley < b6 

Date: Thursday, July 9, 2020 at 6:46 PM 

To: Gretchen Wood b6 "McManus, Ayanna (NIH/OD) [E]" <a b6 

Cc: "Tountas, Karen (FNIH) [T]" b6 >, "Santos, Michael (FNIH) [T]" < b6 , David 
Wholley b6 Ashley Parker b6 > 


Subject: Need your assistance in holding some time on Francis's calendar 


Hi Gretchen and Ayanna: 

Two of the four ACTIV Working Groups, the Clinical Trial Capacity WG and the Vaccines WG, will be finishing up their 
work at the end of July. Maria Freire and | spoke with Francis and with Larry Tabak about this and Francis agreed he 
would very much like to get on their final calls and thank them personally for their incredible commitment of time and 
energy to support ACTIV over the last four months. The call for the Clinical Trial Capacity WG is Tuesday, July 28" at 
9AM and the call for the Vaccines WG is Wednesday July 29 at 10 AM. Can you please see if there is any way possible 
Francis can join these calls, even if only for 15 minutes or so? 


David Whoiley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnib.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNTH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization thut exceeds industry standards. 


COLL0000019871 


COLL000001987° 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/14/2020 9:53:18 AM 

To: Stoffels, Paul [CUS] [ b6 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: AMP leadership 

Flag: Follow up 

Hi Paul, 


| totally understand! We are all under water with expanded responsibilities and urgencies right now. We 
really need you on ACTIV, and | appreciate your commitment to co-chairing the Exec Comm with me — we will 
have another important meeting tomorrow. 


For AMP, we have had the tradition of rotating membership on the EC anyway, and it would be natural for me 
to thank you for your dedicated service. Rather than delegating this role to your JnJ colleague, the usual 
tradition has been to provide an opportunity for another R&D chief from an AMP participating company to 
step in. | have a candidate in mind for that. 


Many thanks, and looking forward to our LinkedIn Skype conversation later today. 


Francis 


From: Stoffels, Paul [JJCUS] < b6 
Sent: Monday, July 13, 2020 6:47 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: AMP leadership 


Hi Francis, 


I'm reaching out regarding my role at the AMP Executive Committee. 


As you know I’m deeply involved in the industry response to COVID19, which on top of my commitments as J&J Vice 
Chair and CSO overseeing R&D for J&J globally as well as my role at WEF, IMI, etc, are making my agenda rather 
complicated. 

Furthermore, I’m currently co-chairing ACTIV with you, and since AMP is getting into more “tactical/detailed” status, | 
wonder if you would consider appropriate for me to delegate my role at AMP to Mathai Mammen, who’s now leading 
Janssen’s Pharmaceutical R&D organization, thus closer to our portfolio development plans in those areas. 


| realize these type of decisions can be sensitive and would like to confirm my continuous support to AMP, but would 
appreciate your consideration to this proposal so | can focus on our work on ACTIV and other key areas. 


Let me know if you would like to talk about this over the phone at any time. 
Thank you and best regards, 


Paul. 


COLL0000019873 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/15/2020 5:45:50 PM. 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

ley McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]) 

Subject: RE: Need your assistance in holding some time on Francis's calendar 


Fine with brief video remarks 


From: Wood, Gretchen (NIH/OD) [E] < b6 

Sent: Wednesday, July 15, 2020 1:18 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: McManus, Ayanna (NIH/OD) [E] < b6 

Subject: Re: Need your assistance in holding some time on Francis's calendar 


We checked with LAT and he is fine with you not participating. He wondered if you would be willing to provide brief 
video remarks. | am not clear what will be discussed during the 1 % hour event, but we can work with Tara and Darla to 
get a better idea, if you would like. 


Thank you, 

Gretchen 

From: Francis Collins b6 

Date: Wednesday, July 15, 2020 at 12:14 PM 

To: Gretchen Wood < b6 > 

Ce: "McManus, Ayanna (NIH/OD) [E]" b6 


Subject: RE: Need your assistance in holding some time on Francis's calendar 


Let’s try to do both. | can give 30 minutes to each. That will mean moving Ex Comm. | don’t expect to be part 
of the OD All-Hands meeting, unless LAT wants me to. 


FC 


From: Wood, Gretchen (NIH/OD) [E] b6 > 

Sent: Wednesday, July 15, 2020 10:10 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: McManus, Ayanna (NIH/OD) [E] b6 

Subject: FW: Need your assistance in holding some time on Francis's calendar 


Good morning, Francis, 


Okay to schedule for both dates and times? The 28" conflicts with ExComm and the 29" conflicts with the OD All-Hands 
meeting. If yes, how long would you like to participate? Thanks. 


From: David Wholley < b6 
Date: Thursday, July 9, 2020 at 6:46 PM 


COLL0000019874 


To: Gretchen Wood < b6 , "McManus, Ayanna (NIH/OD) [E]" < b6 > 
Ce: "Tountas, Karen (FNIH) [T]" b6 . "Santos, Michael (FNIH) [T]" b6 g>, David 
Wholley b6 , Ashley Parker b6 y> 

Subject: Need your assistance in holding some time on Francis's calendar 


Hi Gretchen and Ayanna: 

Two of the four ACTIV Working Groups, the Clinical Trial Capacity WG and the Vaccines WG, will be finishing up their 
work at the end of July. Maria Freire and | spoke with Francis and with Larry Tabak about this and Francis agreed he 
would very much like to get on their final calls and thank them personally for their incredible commitment of time and 
energy to support ACTIV over the last four months. The call for the Clinical Trial Capacity WG is Tuesday, July 28" at 
9AM and the call for the Vaccines WG is Wednesday July 29 at 1O AM. Can you please see if there is any way possible 
Francis can join these calls, even if only for 15 minutes or so? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dit 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000019874 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/29/2021 5:53:04 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4) 

Subject: RE: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 


Amy would be great if she has the bandwidth. If you want me to invite her, please send me a draft e-mail. 


Tx, FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, January 29, 2021 9:57 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 
Hi Francis: 


Unsurprisingly, Janet Woodcock is now too busy with her duties as Acting FDA Commissioner to continue effectively as 
co-chair of the ACTIV-2/3 Trial Oversight Committee alongside Cliff Lane, and she has notified Stacey Adam that we need 
to find a replacement for her. The TOC was established as a USG-only body that makes strategic evaluations and 
recommendations regarding the conduct of the two trials, including their interactions with other ACTIV and ACTIV- 
related trials, and meets weekly, thoroughly staffed of course by FNIH and Deloitte. Janet has recommended that 
someone from NIH fill this role. 


If Amy Patterson has the time and bandwidth we’d recommend you think about her for this role. NHLBI heads PETAL 
and CTSN who are providing the leading accruing sites for ACTIV-3, and it is probably a goad idea to provide some 
balance with NIAID representation on the Committee. Also as you know Amy is very solid, and it seems appropriate to 
nominate a woman to succeed Janet in this role. If Amy is unable to serve, David Goff could be another choice from 
NHLBI. 


Please let us know what you think and how you would like to proceed. 


David 


COLL0000019878 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/29/2021 8:39:14 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c8341d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 


Good point. Address to Gary, and ask if he would be willing to have Amy do this. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, January 29, 2021 1:28 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: RE: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 


Should it be addressed to her, or to Gary? 


From: Collins, Francis (NIH/OD) (E] b6 

Sent: Friday, January 29, 2021 12:53 PM 

To: Wholley, David (FNIH) [T] b6 

Ce: Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 
Subject: RE: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 


Amy would be great if she has the bandwidth. If you want me to invite her, please send me a draft e-mail. 


Tx, FC 

From: Wholley, David (FNIH) [T] b6 

Sent: Friday, January 29, 2021 9:57 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] b6 Adam, Stacey (FNIH) [T] <bé 


Subject: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 
Hi Francis: 


Unsurprisingly, Janet Woodcock is now too busy with her duties as Acting FDA Commissioner to continue effectively as 
co-chair of the ACTIV-2/3 Trial Oversight Committee alongside Cliff Lane, and she has notified Stacey Adam that we need 
to find a replacement for her. The TOC was established as a USG-only body that makes strategic evaluations and 
recommendations regarding the conduct of the two trials, including their interactions with other ACTIV and ACTIV- 
related trials, and meets weekly, thoroughly staffed of course by FNIH and Deloitte. Janet has recommended that 
someone from NIH fill this role. 


If Amy Patterson has the time and bandwidth we’d recommend you think about her for this role. NHLBI heads PETAL 
and CTSN who are providing the leading accruing sites for ACTIV-3, and it is probably a good idea to provide some 
balance with NIAID representation on the Committee. Also as you know Amy is very solid, and it seems appropriate to 
nominate @ woman to succeed Janet in this role. If Amy is unable to serve, David Goff could be another choice from 
NHLBI. 


COLL0000019897 


Please let us know what you think and how you would like to proceed. 


David 


COLL0000019897 


From: 
Sent: 
To: 
Subject: 


Location: 


Start: 
End: 


Recurrence: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
7/21/2020 6:11:43 PM. 

Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Accepted: ACTIV EC Pre-call 
see webex below 


8/12/2020 8: 
8/12/2020 8:: 


(none) 


COLL0000019913 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/30/2021 12:15:19 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5 495ca0f2869ab13bc407 -gibbonsgh] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: ACTIV Trial Oversight Committee Co-Chair role 


Hi Gary, 


As is to be expected, Janet Woodcock has just informed us that she will step down from the Trial Oversight Committee 
for ACTIV 2/3, which she co-chairs with Cliff Lane. | think Amy Patterson would be ideal to replace Janet as co-chair. 


Janet needs to step down now that she is Acting FDA Commissioner, both because of the significant increase in her 
workload and because of the difficulty of being involved in governance over trials of specific drugs in her new job. The 
Committee is designed to provide high-level USG oversight and strategic direction (without industry involvement) for the 
ACTIV-2 and -3 trials in particular, but has visibility into and discusses many issues that affect all of the ACTIV trials. The 
recent discussions about creating a potential pragmatic trial structure for repurposing widely used generics started 
there, for example. PETAL and CTSN have been providing the leading accruing sites for ACTIV-3, and having someone as 
senior as Amy from NHLBI would be critical. 


Amy has been a terrific addition to our “war room” team and, while | understand that she has a lot on her plate 
supporting you and NHLBI, this would take one hour a week, on Wednesdays from 3-4PM. The committee is completely 
staffed (agendas, slides, notes, moderation) by the FNIH/Deloitte team, so the additional workload should be fairly 
minimal. | have attached the current roster for your information. 


Please let me know what you think. It is an important decision, and | am happy of course to discuss this further by phone 
anytime. 


Regards, 
Francis 


TRIAL OVERSIGHT COMMITTEE MEMBERS 

Sam Bozzette, MD, PhD, Chief Medical Officer, National Center for Advancing Translational Sciences (NCATS), National 
Institutes of Health (NIH) — ACTIV WG Voting Rep 

Judith Currier, MD, Professor of Medicine in the Division of Infectious Diseases, University of California, Los Angeles 
(UCLA) - ACTIV-2 Network Lead (Non-voting) 

Ann Eakin, PhD, Senior Scientific Officer, Concept Acceleration Program, National Institute of Allergy and Infectious 
Diseases (NIAID), National Institutes of Health (NIH) — ACTIV ASC Voting Rep 

Emily Erbelding, MD, MPH, Director, Division of Microbiology and Infectious Diseases, NIAID, NIH — NIAID TOC Voting 
Rep 

David C. Goff, MD, PhD, Director, Division of Cardiovascular Sciences, National Heart, Lung, and Blood Institute (NHLBI), 
NIH — NHLBI TOC Voting Rep 

Elizabeth (Libby) Higgs, MD, MIA, DIM&H, Global Health Science Advisor, NIAID, NIH — ACTIV-3 Sponsor Rep (Non- 
voting) 

James P, Kiley, PhD, Director, Division of Lung Diseases, NHLBI, NIH - NHLBI TOC Voting Rep 


COLL0000019927 


Peter Kim, MD, Director, Therapeutics Research Program, Division of AIDS (DAIDS), NIAID, NIH -ACTIV-2 Sponsor Rep 
(Non-voting) 

H. Clifford Lane, MD, Deputy Director for Clinical Research and Special Projects, NIAID, NIH — ACTIV/NIH TOC Co-chair 
(Voting) 

Jens D. Lundgren, MD, Professor of Viral Diseases, University of Copenhagen and Executive Committee Member, INSIGHT 
~ ACTIV-3 Pl (Non-Voting) 

Gilbert (Lynn) Marks, MD, Senior Adviser to BARDA, Office of the Director —OWS Voting Rep 

Sarah Read, MD, Deputy Director, Division of AIDS, NIAID, NIH —ACTIV WG Voting Rep 

Erica Ollmann Saphire, PhD, Professor, La Jolla Institute for Immunology - ACTIV ASC Voting Rep 

David (Davey) Smith, MD, Professor of Medicine, U. California, San Diego - ACTIV-2 PI (Non-Voting) 

OTHER INVITED ATTENDEES 

Kevin Bugin, PhD, Director of Special Programs Staff, Office of New Drugs, FDA 

William Erhardt, MD, Clinical Advisor to ACTIV-2 and Chief Executive Officer, Soundview Pharmaceutical Consultants 
Rachel Harrigan, MD, Clinical Consultant for Drug Development and Former Head of Development Operations, Pfizer 
Col. Deydre Teyhen, DPT, PhD, Director of Therapeutics, Operation Warp Speed 

STAFF 

Stacey Adam, PhD, Director, Cancer, Foundation for the NIH (FNIH) 

David Wholley, MPhil, Senior Vice President of Research Partnerships, FNIH 


Helen Q. Chen, Consultant, Deloitte 
Evan Appell, Consultant, Deloitte 


COLL0000019927 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/14/2021 2:35:26 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d 1ae3f2-jmascola]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: FW: virus variants 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1yS0.docx 


Hiall, 


See very encouraging message below from Janet Woodcock. | don’t want to appear to have ignored the 
SCIRAM vs. ACTIV discussion, but here’s a real chance to get the ACTIV priorities funded for the next year. 


John and Joe, has there been further discussion with Dan Jernigan? At this point, are there any changes we 
should make in the ACTIV proposal before asking Janet to run with it? 


Francis 

From: Woodcock, Janet < b6 
Sent: Thursday, January 14, 2021 9:23 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: virus variants 
Seems Moncef is out of the loop. | would be glad to prevail upon HHS to try and get this funded in the next few 
days. Critically needed. FDA is really interested and could have a big role to play if we have to switch epitopes. Seems 


like | can’t join the Exec Comm now, but maybe you and I could touch base. 


(&) 4). &) () 


Let me know and | can get a funding memo going. This is very urgent. jw 


From: Collins, Francis (NIH/OD) [E] b6 > 
Sent: Wednesday, January 13, 2021 10:04 PM 

To: Woodcock, Janet < b6 

Cc: Wholley, David N (NIH) b6 


Subject: RE: virus variants 
Hi Janet, 
Thanks for reaching out. Yes, | have been somewhat obsessed about the need for ACTIV to organize a 


coordinated plan to assess the functional consequences (to therapeutics and vaccines) of emerging mutations 
in SARS-CoV-2. That would include defining the critical assays that need to be done, identifying those who can 
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do them quickly, avoiding duplication, and making sure all of the data is shared immediately. Industry has 
embraced this. Joe Menetski led an effort of the Preclinical Working Group that came up with a five-point 
plan — a one year version of that is attached, though this will clearly need to be in place for longer thana 
year. As to your questions about who is involved in the ACTIV plan, Ann Eakin from NIAID and Karl Erlandson 
from BARDA, who | understand are the primary leaders on the OWS testing effort, were on the proposal 
development team with Joe. Joe tried to also involve Tim Stenzel from FDA, who was personally 
recommended for this by Peter Marks at CBER, but Tim has seemed somewhat disinterested. 


| have appealed to Moncef (b) (4). (b) (5) 

(b) (4). (b) (5) That led to a Zoom call last Saturday where it emerged 
that there is a separate nascent HHS effort (just government, no outsiders) to enhance communication, That 
seems to be primarily focused on information sharing, but wouldn’t actually have funds to support work. | 
don’t see evidence that FDA has been involved. 


Yesterday | convened the ACTIV team and the HHS team, and | think we worked out a way for both to go 
forward. But | would see the ACTIV project as the one that actually makes things happen. 


| have discussed this situation and the ACTIV plan in general terms with Rochelle Walensky, who was 
supportive. | think we need to get this going now. I’d love to know your thoughts. If you and Moncef were 
both supportive, could we even get this funded by OWS before everything goes into slow motion on January 
20? 


This will be discussed at the ACTIV Leadership Team tomorrow, and I’m glad you might be able to join for that 
part. I'd also be glad to talk by phone if it would help. | could talk between 6:30 and 8 am tomorrow 
(Thursday) if that’s a good time for you. 


Best, Francis 


From: Woodcock, Janet b6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow, 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


lll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/27/2020 12:53:19 AM 
To: b6 [ b6 
ee Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!] 

Subject: RE: Diversity in the Vaccine Clinical Trials 


Hi b6 


Thanks for your note, and my sincere apologies for the slow response. I’ve consulted with the folks who have 
set up the www.coronaviruspreventionnetwork.org in order to register those interested in vaccine 

trials. There is a general sense that our goal ought to be to increase the likelihood of a successful vaccine as 
soon as possible, so we would like to help. 


Along the same lines of maximizing progress, | wonder if it might be possible to develop a closer relationship in 
other ways between the NIH/ACTIV/CoVPN vaccine trials and the Pfizer vaccine program. For example, it 
would be good to seek ways of enabling communication between the DSMB chairs for the NIH supported 
studies and the Pfizer study. In addition, a discussion of plans for enrollment of special populations (children, 
pregnant women) would be interesting, and might be done under the auspices of the ACTIV Vaccines Working 
Group. Finally, and as you highlight in your note, we would be very interested in comparing notes on 
strategies to make sure that enrollment in vaccine trials includes a high proportion of individuals from high risk 
groups — the elderly, those with chronic disease, African-Americans, Latinx, Native Americans. | have set upa 
group, led by Gary Gibbons and Eliseo Perez-Stable, that are seeking to build on existing community 
engagement groups in an effort to win trust amongst marginalized communities. That is not an easy task right 
now. 


To come back to your original question, NIAID is happy to discuss ways of allowing Pfizer to have access to its 
database of potentially interested volunteers and predictive analytic tools for recruitment. Points of contact 
would be Jim Kublin b6 and Julie Ledgerwood ( b6 


Best, Francis 

Fromb 

Sent: Thursday, July 23, 2020 8:57 AM 

To; Collins, Francis (NIH/OD) [E] < b6 
Subject: Diversity in the Vaccine Clinical Trials 


Dear Francis, 
| hope this note finds you and your family well. I’m writing to ask your assistance in ensuring people who want to 


participate in COVID-19 clinical trials are able to easily access the information they need, and in efforts to support 
diversity in the vaccine clinical trials. 
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We know that speed in the recruitment of diverse clinical trial participants will be critical to moving al/ COVID-19 vaccine 
programs forward. | know you are keenly aware that educating the public about clinical trials, and making it as simple as 
possible to find a trial and participate, is essential to doing that. 


In the quest for a vaccine for COVID-19, we are all init together. In that spirit of partnership and collaboration, | 
respectfully request you consider including Pfizer's Covid-19 clinical trial, and the clinical trials of other non-U.S. 
government-sponsored COVID-19 studies, in the Covid-19 Prevention Network (CoVPN) registry. 


Pfizer and other COVID-19 vaccine developers need help to ensure that participants in our trials reflect the 
disproportionate rates of infection in black and brown communities. Many NIH programs are rich resources and 
potential recruitment partners to reach diverse individuals who have already expressed an interest in research, including 
NCATS, CTSAs and the All of Us Research Program. If Pfizer and other study teams have the opportunity to benefit from 
access to these groups, this may help us to significantly diversify the participants in COVID-19 vaccine studies. Of course, 
we would be willing to provide any required information to ensure the success of these partnerships. 


As the leader of the nation’s medical research agency, we look to you for guidance on the advancement of all efforts to 
discover and develop vaccines to combat the virus that continues to take many lives in the U.S. and around the world. 


Thank you for your consideration, and | hope to hear from you soon. 


Sincerely, 
ob) © 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 7/28/2020 2:49:54 PM. 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1bS 22-mylesr]; Burkiow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

Subject: FW: ACTIV-2 and -3 activation dates 


Next Monday or Tuesday looks even more appropriate now. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, July 28, 2020 10:32 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV-2 and -3 activation dates 
Francis, in response to your question this morning: 


Stacey has checked in with the ACTIV-2 team and learned that due to an IRB issue at one of the lead sites, the activation 
of ACTIV-2 has been pushed back to this Friday, July 31. 


Also, the ACTIV-3 team made the decision this morning that since we are not pushing out an announcement of 
activation for that trial this week anyway, they could use the time over the weekend to do some QC on a few things, so 
they are planning to activate on Monday, August 3. The decision was made on a call that occurred while we were in war 
room this morning. 


| will make sure the Leadership Team slides are appropriately updated. Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
faih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


J 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/30/2021 11:07:55 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: ACTIV Trial Oversight Committee Co-Chair role/ Acknowledging 

From: Gibbons, Gary (NIH/NHLBI) [E] < b6 

Sent: Saturday, January 30, 2021 1:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: ACTIV Trial Oversight Committee Co-Chair role/ Acknowledging 
Hi Francis; acknowledging receipt. 


We appreciate the invitation and recognize the importance of the role/situation; will weigh the obvious bandwidth 
challenges with Amy and get back to you as soon as possible. 


Thanks for your patience. 
Have a great weekend. 
Best regards, 


Gary 


From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Saturday, January 30, 2021 at 7:15:20 AM 

To: "Gibbons, Gary (NIH/NHLBI) [E]" < b6 

Cc: "Wholley, David (FNIH) [T]" < b6 "Freire, Maria (FNIH) [T]" < b6 "Adam, Stacey 
(FNIH) [T]" < b6 

Subject: ACTIV Trial Oversight Committee Co-Chair role 


Hi Gary, 


As is to be expected, Janet Woodcock has just informed us that she will step down from the Trial Oversight Committee 
for ACTIV 2/3, which she co-chairs with Cliff Lane. | think Amy Patterson would be ideal to replace Janet as co-chair. 


Janet needs to step down now that she is Acting FDA Commissioner, both because of the significant increase in her 
workload and because of the difficulty of being involved in governance over trials of specific drugs in her new job. The 
Committee is designed to provide high-level USG oversight and strategic direction (without industry involvement) for the 
ACTIV-2 and -3 trials in particular, but has visibility into and discusses many issues that affect all of the ACTIV trials. The 
recent discussions about creating a potential pragmatic trial structure for repurposing widely used generics started 
there, for example. PETAL and CTSN have been providing the leading accruing sites for ACTIV-3, and having someone as 
senior as Amy from NHLBI would be critical. 


Amy has been a terrific addition to our “war room” team and, while | understand that she has a lot on her plate 
supporting you and NHLBI, this would take one hour a week, on Wednesdays from 3-4PM. The committee is completely 
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staffed (agendas, slides, notes, moderation) by the FNIH/Deloitte team, so the additional workload should be fairly 
minimal. | have attached the current roster for your information. 


Please let me know what you think. It is an important decision, and | am happy of course to discuss this further by phone 
anytime. 


Regards, 
Francis 


TRIAL OVERSIGHT COMMITTEE MEMBERS 

Sam Bozzette, MD, PhD, Chief Medical Officer, National Center for Advancing Translational Sciences (NCATS), National 
Institutes of Health (NIH) — ACTIV WG Voting Rep 

Judith Currier, MD, Professor of Medicine in the Division of Infectious Diseases, University of California, Los Angeles 
(UCLA) — ACTIV-2 Network Lead (Non-voting) 

Ann Eakin, PhD, Senior Scientific Officer, Concept Acceleration Program, National Institute of Allergy and Infectious 
Diseases (NIAID), National Institutes of Health (NIH) - ACTIV ASC Voting Rep 

Emily Erbelding, MD, MPH, Director, Division of Microbiology and Infectious Diseases, NIAID, NIH — NIAID TOC Voting 
Rep 

David C. Goff, MD, PhD, Director, Division of Cardiovascular Sciences, National Heart, Lung, and Blood Institute (NHLBI), 
NIH — NHLBI TOC Voting Rep 

Elizabeth (Libby) Higgs, MD, MIA, DTM&H, Globa/ Health Science Advisor, NIAID, NIH — ACTIV-3 Sponsor Rep (Non- 
voting) 

James P. Kiley, PhD, Director, Division of Lung Diseases, NHLBI, NIH — NHLBI TOC Voting Rep 

Peter Kim, MD, Director, Therapeutics Research Program, Division of AIDS (DAIDS), NIAID, NIH -ACTIV-2 Sponsor Rep 
(Non-voting) 

H. Clifford Lane, MD, Deputy Director for Clinical Research and Special Projects, NIAID, NIH — ACTIV/NIH TOC Co-chair 
(Voting) 

Jens D. Lundgren, MD, Professor of Viral Diseases, University of Copenhagen and Executive Committee Member, INSIGHT 
— ACTIV-3 PI (Non-Voting) 

Gilbert (Lynn) Marks, MD, Senior Adviser to BARDA, Office of the Director — OWS Voting Rep 

Sarah Read, MD, Deputy Director, Division of AIDS, NIAID, NIH — ACTIV WG Voting Rep 

Erica Ollmann Saphire, PhD, Professor, La Jolla Institute for Immunology - ACTIV ASC Voting Rep 

David (Davey) Smith, MD, Professor of Medicine, U. California, San Diego - ACTIV-2 PI (Non-Voting) 

OTHER INVITED ATTENDEES 

Kevin Bugin, PhD, Director of Special Programs Staff, Office of New Drugs, FDA 

William Erhardt, MD, Clinical Advisor to ACTIV-2 and Chief Executive Officer, Soundview Pharmaceutical Consultants 
Rachel Harrigan, MD, Clinical Consultant for Drug Development and Former Head of Development Operations, Pfizer 
Col. Deydre Teyhen, DPT, PhD, Director of Therapeutics, Operation Warp Speed 

STAFF 

Stacey Adam, PhD, Director, Cancer, Foundation for the NIH (FNIH) 

David Wholley, MPhil, Senior Vice President of Research Partnerships, FNIH 


Helen Q. Chen, Consultant, Deloitte 
Evan Appell, Consultant, Deloitte 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/30/2021 11:12:03 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: A few quick updates 


Hi David, 


Thanks for these updates, really helpful. I’m ready to go with PROTECT, but let’s nail that down at the War 
Room on Monday. 


With regard to your point #1, | had a good talk with David Kessler today and told him about this effort. He was 
supportive and said there are probably some resources in what we used to call Operation Warp Speed that 
could be brought to bear — once we figure out what the project is and what resources are needed. 


Francis 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, January 29, 2021 5:42 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] 
< b6 

Subject: A few quick updates 


Francis, a few quick updates on questions | am guessing you may be wondering about: 


1) Whatis the next step for deciding the pandemic trial and is there a meeting scheduled? 
Stacey has sent out the compiled example and parallel protocols to PCORnet, Gates, and SIREN leads. Adrian Hernandez 
(DCRI) has reached out to begin collaboration discussions with SIREN. She is working to arrange a meeting for early next 
week, just awaiting confirmation of availability from the SIREN team. 


2) Status of evaluating the Pfizer drug and timing of next steps? 
Annaliesa from Pfizer has let Stacey know that their team will provide as much of the data that we have requested as 
they have/can provide on Monday. We will schedule a review with the ACTIV prioritization as soon as possible 
thereafter. Stacey had a call today with the Pfizer team to address some questions they had about their ability to use 
the data from the ACTIV trials for an EUA. 


3) Progress on mutation tracking? (= “PROTECT”? Has the name been decided?) See notes in the ‘war room slides’ 
| sent this morning. 


4) Working on your note to Gary. 


Thanks, David 
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David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
be foih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 7/29/2020 12:35:59 PM 
To: b6 b6 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus] 

Subject: RE: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 


Yes, let’s get on a call to discuss. Gretchen and/or Ayanna can help find a good time. 


Best, Francis 


From: v6 b6 

Sent: Monday, July 27, 2020 3:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 Wholley, 
David (FNIH) [T] < bé Tabak, Lawrence (NIH/OD) [E] < b6é 


Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
Hi Francis 
Thanks for the response . 


We appreciate the opportunity to access the NIH data bases and | will have someone reaching out to your contact 
persons below . 


For some of the general best practice aspects of special populations and diversity inclusions , maybe the ACTIV NIH 
Vaccine and Clinical sub-groups can serve as useful venues as we are participating in those . 


lam fine to discuss additional aspects you brought up , such as DSMB processes in a 1:1 phone call with you 


Best 
b6 


Sent from my iPhone 


On Jul 26, 2020, at 20:53, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi be, 


Thanks for your note, and my sincere apologies for the slow response. I’ve consulted with the 
folks who have set up the www.coronaviruspreventionnetwork.org in order to register those 
interested in vaccine trials. There is a general sense that our goal ought to be to increase the 
likelihood of a successful vaccine as soon as possible, so we would like to help. 


Along the same lines of maximizing progress, | wonder if it might be possible to develop a closer 
relationship in other ways between the NIH/ACTIV/CoVPN vaccine trials and the Pfizer vaccine 
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program. For example, it would be good to seek ways of enabling communication between the 
DSMB chairs for the NIH supported studies and the Pfizer study. In addition, a discussion of 
plans for enrollment of special populations (children, pregnant women) would be interesting, 
and might be done under the auspices of the ACTIV Vaccines Working Group. Finally, and as 
you highlight in your note, we would be very interested in comparing notes on strategies to 
make sure that enrollment in vaccine trials includes a high proportion of individuals from high 
risk groups —the elderly, those with chronic disease, African-Americans, Latinx, Native 
Americans. | have set up a group, led by Gary Gibbons and Eliseo Perez-Stable, that are seeking 
to build on existing community engagement groups in an effort to win trust amongst 
marginalized communities. That is not an easy task right now. 


To come back to your original question, NIAID is happy to discuss ways of allowing Pfizer to 
have access to its database of potentially interested volunteers and predictive analytic tools for 
recruitment. Points of contact would be Jim Kublin ( b6 and Julie 
Ledgerwood b6 


Best, Francis 

From: b6 

Sent: Thursday, July 23, 2020 8:57 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Diversity in the Vaccine Clinical Trials 


Dear Francis, 


| hope this note finds you and your family well. I’m writing to ask your assistance in ensuring people who 
want to participate in COVID-19 clinical trials are able to easily access the information they need, andin 
efforts to support diversity in the vaccine clinical trials. 


We know that speed in the recruitment of diverse clinical trial participants will be critical to moving ail 
COVID-19 vaccine programs forward. | know you are keenly aware that educating the public about 
clinical trials, and making it as simple as possible to find a trial and participate, is essential to doing that. 


In the quest for a vaccine for COVID-19, we are all in it together. In that spirit of partnership and 
collaboration, | respectfully request you consider including Pfizer’s Covid-19 clinical trial, and the clinical 
trials of other non-U.S. government-sponsored COVID-19 studies, in the Covid-19 Prevention Network 
(CoVPN) registry. 


Pfizer and other COVID-19 vaccine developers need help to ensure that participants in our trials reflect 
the disproportionate rates of infection in black and brown communities. Many NIH programs are rich 
resources and potential recruitment partners to reach diverse individuals who have already expressed 
an interest in research, including NCATS, CTSAs and the All of Us Research Program. If Pfizer and other 
study teams have the opportunity to benefit from access to these groups, this may help us to 
significantly diversify the participants in COVID-19 vaccine studies. Of course, we would be willing to 
provide any required information to ensure the success of these partnerships. 


As the leader of the nation’s medical research agency, we look to you for guidance on the advancement 
of all efforts to discover and develop vaccines to combat the virus that continues to take many lives in 


the U.S. and around the world. Thank you for your consideration, and | hope to hear from you soon. 


Sincerely, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 7/29/2020 6:26:57 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


thanks 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, July 29, 2020 2:25 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


RE; DNA collection from ACTIV trials. | have an email in to Amy Patterson and Keith Hoots regarding ACTIV 4. 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Wednesday, July 29, 2020 9:16 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] b6 > 


Subject: RE: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


Hi David, 


Right now, the only ACITV-3 is the only one that | know that is planning for this. They have a subset of patients and 


sites set-up to collect material for genetic testing. It won’t be on all patients, but they should get a decent 
representative sampling. 


ACTIV-2 would have a hard time setting up for this being outpatient, which is why they have not. ACTIV-1 was trying to 


keep things simple for the sites and spinning and banking PBMCs is more complicated that other simple lab 


testing. They might be willing to consider a subset of high functioning sites as a TM study alongside the main study, but 


it would take some higher level pushing most likely. 
ACTIV-4, | am not really sure what they are doing. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director. Cancer 

Research Partnerships 

Direct: ¢ b6 ) Mobile: b6 


COLL0000019965 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/14/2021 3:14:38 PM 

To: Woodcock, Janet [ b6 
Subject: RE: virus variants 

Hi Janet, 


Sounds like you and | are completely aligned on the urgency. Addressing the concerns about the ACTIV 
proposal that were raised by CDC and BARDA is happening right now, | am promised a new version of the 
ACTIV proposal by COB today, or tomorrow at the latest. | will send that to you ASAP, and will deeply 
appreciate whatever you can do to gain HHS approval for funding support. (b) (4), (b) (5) 

(b) 4), ©) S) 


Francis 

From: Woodcock, Janet < b6 
Sent: Thursday, January 14, 2021 9:23 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: virus variants 


Seems Moncef is out of the loop. | would be glad to prevail upon HHS to try and get this funded in the next few 
days. Critically needed. FDA is really interested and could have a big role to play if we have to switch epitopes. Seems 
like | can’t join the Exec Comm now, but maybe you and | could touch base. 


(b) (4). (b) (5) 


Let me know and | can get a funding memo going. This is very urgent. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, January 13, 2021 10:04 PM 
To: Woodcock, Janet b6 

Cc: Wholley, David N (NIH) < b6 
Subject: RE: virus variants 


Hi Janet, 


Thanks for reaching out. Yes, | have been somewhat obsessed about the need for ACTIV to organize a 
coordinated plan to assess the functional consequences (to therapeutics and vaccines) of emerging mutations 
in SARS-CoV-2. That would include defining the critical assays that need to be done, identifying those who can 
do them quickly, avoiding duplication, and making sure all of the data is shared immediately. Industry has 
embraced this. Joe Menetski led an effort of the Preclinical Working Group that came up with a five-point 
plan — a one year version of that is attached, though this will clearly need to be in place for longer thana 

year. As to your questions about who is involved in the ACTIV plan, Ann Eakin from NIAID and Karl Erlandson 
from BARDA, who | understand are the primary leaders on the OWS testing effort, were on the proposal 
development team with Joe. Joe tried to also involve Tim Stenzel from FDA, who was personally 
recommended for this by Peter Marks at CBER, but Tim has seemed somewhat disinterested. 
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| have appealed to Moncef (b) (4). (&) (5) 

(b) (4). (b) (5) That led to a Zoom call last Saturday where it emerged 
that there is a separate nascent HHS effort (just government, no outsiders) to enhance communication. That 
seems to be primarily focused on information sharing, but wouldn’t actually have funds to support work. | 
don’t see evidence that FDA has been involved. 


Yesterday | convened the ACTIV team and the HHS team, and | think we worked out a way for both to go 
forward. But! would see the ACTIV project as the one that actually makes things happen. 


| have discussed this situation and the ACTIV plan in general terms with Rochelle Walensky, who was 
supportive. | think we need to get this going now. I’d love to know your thoughts. If you and Moncef were 
both supportive, could we even get this funded by OWS before everything goes into slow motion on January 
20? 


This will be discussed at the ACTIV Leadership Team tomorrow, and I’m glad you might be able to join for that 
part. I’d also be glad to talk by phone if it would help. | could talk between 6:30 and 8 am tomorrow 
(Thursday) if that’s a good time for you. 


Best, Francis 


From: Woodcock, Janet b6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/1/2020 6:39:01 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Le i] Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: viral testing for ACTIV-2 

Hi Stacey, 


I've just been working to scale up a protocol on convalescent plasma for COVID-19 patients who present to the ER. This 
is C3PO, run in the SIREN network by NHLBI. They launched 50 sites last Monday, but have not been able to enroll 
patients because they can’t get viral testing done in less than several days. 


lam working with Brett Giroir to get the Abbott ID Now testing instruments to those 50 sites. But it occurs to me that 
ACTIV-2 might encounter the same challenges. Has the ACTG network already made plans to circumvent this obstacle? 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/1/2020 10:17:22 PM 
To: v6 
Subject: RE: Diversity in the Vaccine Clinical Trials 


Thanks for your follow up note, Mikael. 


6) 6) 
Best, Francis 
From: b6 
Sent: Friday, July 31, 2020 2:13 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: b6 Ledgerwood, Julie (NIH/NIAID) [E] < b6 Richardson-Heron, Dara 
< b6 Sewards, Judy Jae-Hee < b6 Harnaga, Ed 
< b6 


Subject: RE: Diversity in the Vaccine Clinical Trials 
Dear Francis, 


It was very nice speaking with you earlier this week. Our Chief Patient officer, Dara Richardson-Heron, who you know 
well, and our Head of Clinical Trial Experience, Judy Sewards, are reviewing the options you laid out below and will be 
reaching out to Jim and Julie directly to discuss. 


| very much look forward to continuing this dialogue and exploring the ways we can work together to help ensure 
people from all demographics, who may have interest in participating in COVID-19 clinical trials are aware of, educated 
about and have access to them. 


Sincerely, 
b6 
From: Collins, Francis (NIH/OD) [E] v6 
Sent: Wednesday, July 29, 2020 8:36 AM 
To: Dolsten, Mikael < b6 
Cc: Wood, Gretchen (NIH/OD) [E] b6 >; McManus, Ayanna (NIH/OD) [E] < b6 


Subject: RE: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 


Yes, let’s get on a call to discuss. Gretchen and/or Ayanna can help find a good time. 
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Best, Francis 


From: b6 

Sent: Monday, July 27, 2020 3:20 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 Wholley, 
David (FNIH) [T] < b6 >; Tabak, Lawrence (NIH/OD) [E] b6 


Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
Hi Francis 
Thanks for the response . 


We appreciate the opportunity to access the NIH data bases and | will have someone reaching out to your contact 
persons below . 


For some of the general best practice aspects of special populations and diversity inclusions , maybe the ACTIV NIH 
Vaccine and Clinical sub-groups can serve as useful venues as we are participating in those . 


lam fine to discuss additional aspects you brought up , such as DSMB processes in a 1:1 phone call with you 


Best 
Mikael 


Sent from my iPhone 


On Jul 26, 2020, at 20:53, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi v6 


Thanks for your note, and my sincere apologies for the slow response. I’ve consulted with the 
folks who have set up the www.coronaviruspreventionnetwork.org in order to register those 
interested in vaccine trials. There is a general sense that our goal ought to be to increase the 
likelihood of a successful vaccine as soon as possible, so we would like to help. 


Along the same lines of maximizing progress, | wonder if it might be possible to develop a closer 
relationship in other ways between the NIH/ACTIV/CoVPN vaccine trials and the Pfizer vaccine 
program. For example, it would be good to seek ways of enabling communication between the 
DSMB chairs for the NIH supported studies and the Pfizer study. In addition, a discussion of 
plans for enrollment of special populations (children, pregnant women) would be interesting, 
and might be done under the auspices of the ACTIV Vaccines Working Group. Finally, and as 
you highlight in your note, we would be very interested in comparing notes on strategies to 
make sure that enrollment in vaccine trials includes a high proportion of individuals from high 
risk groups — the elderly, those with chronic disease, African-Americans, Latinx, Native 
Americans. | have set up a group, led by Gary Gibbons and Eliseo Perez-Stable, that are seeking 
to build on existing community engagement groups in an effort to win trust amongst 
marginalized communities. That is not an easy task right now. 
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To come back to your original question, NIAID is happy to discuss ways of allowing Pfizer to 
have access to its database of potentially interested volunteers and predictive analytic tools for 
recruitment. Points of contact would be Jim Kublin ( b6 and Julie 
Ledgerwood (, b6 


Best, Francis 

From: b6 

Sent: Thursday, July 23, 2020 8:57 AM 

To: Collins, Francis (NIH/OD) [E] <: v6 
Subject: Diversity in the Vaccine Clinical Trials 


Dear Francis, 


| hope this note finds you and your family well. I’m writing to ask your assistance in ensuring people who 
want to participate in COVID-19 clinical trials are able to easily access the information they need, and in 
efforts to support diversity in the vaccine clinical trials. 


We know that speed in the recruitment of diverse clinical trial participants will be critical to moving ail 
COVID-19 vaccine programs forward. | know you are keenly aware that educating the public about 
clinical trials, and making it as simple as possible to find a trial and participate, is essential to doing that. 


In the quest for a vaccine for COVID-19, we are all init together. In that spirit of partnership and 
collaboration, | respectfully request you consider including Pfizer’s Covid-19 clinical trial, and the clinical 
trials of other non-U.S. government-sponsored COVID-19 studies, in the Cov’ ‘ork 
(CoVPN) registry. 


Pfizer and other COVID-19 vaccine developers need help to ensure that participants in our trials reflect 
the disproportionate rates of infection in black and brown communities. Many NIH programs are rich 
resources and potential recruitment partners to reach diverse individuals who have already expressed 
an interest in research, including NCATS, CTSAs and the All of Us Research Program. If Pfizer and other 
study teams have the opportunity to benefit from access to these groups, this may help us to 
significantly diversify the participants in COVID-19 vaccine studies. Of course, we would be willing to 
provide any required information to ensure the success of these partnerships. 


As the leader of the nation’s medical research agency, we look to you for guidance on the advancement 
of all efforts to discover and develop vaccines to combat the virus that continues to take many lives in 


the U.S. and around the world. Thank you for your consideration, and | hope to hear from you soon. 


Sincerely, 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 8/2/2020 7:26:11 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 


Subject: FW: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
(b) (5) | will pursue. 
Francis 
From: b6 b6 
Sent: Saturday, August 1, 2020 7:01 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 

Francis 

Thanks for the note . 

lam fine to speak about our views in the matter raised by you below in a 1/1 call. 


b6 but have a flexible schedule for a call w you . Pls let me know when 
it’s convenient for you . 


By the way , amazing progress in AMP, feel so proud being part of this . 


Enjoy the weekend 


Best 
b6 


Sent from my iPhone 


On Aug 1, 2020, at 18:17, Collins, Francis (NIH/OD) [E] < b6 > wrote: 


Thanks for your follow up note, 


(b) GS) 


Best, Francis 


From: b6 
Sent: Friday, July 31, 2020 2:13 PM 
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To: Collins, Francis (NIH/OD) [E] v6 
Ce: b6 ; Ledgerwood, Julie (NIH/NIAID) [E] < b6 
b6 bé 
b6 
Subject: RE: Diversity in the Vaccine Clinical Trials 


Dear Francis, 


It was very nice speaking with you earlier this week. Our Chief Patient officer, Dara Richardson-Heron, 
who you know well, and our Head of Clinical Trial Experience, Judy Sewards, are reviewing the options 
you laid out below and will be reaching out to Jim and Julie directly to discuss. 


| very much look forward to continuing this dialogue and exploring the ways we can work together to 
help ensure people from all demographics, who may have interest in participating in COVID-19 clinical 
trials are aware of, educated about and have access to them. 


Sincerely, 
b6 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, July 29, 2020 8:36 AM 
Tob 
Ce: Wood, Gretchen (NIH/OD) [E] b6 McManus, Ayanna (NIH/OD) [E] 


b6 
Subject: RE: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 


Yes, let’s get on a call to discuss. Gretchen and/or Ayanna can help find a good time. 


Best, Francis 


From: b6 

Sent: Monday, July 27, 2020 3:20 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Lane, Cliff (NIH/NIAID) [E] b6 ; Fauci, Anthony (NIH/NIAID) [E] 

< b6 Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 
b6 


Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
Hi Francis 
Thanks for the response . 


We appreciate the opportunity to access the NIH data bases and | will have someone reaching out to 
your contact persons below . 
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For some of the general best practice aspects of special populations and diversity inclusions , maybe the 
ACTIV NIH Vaccine and Clinical sub-groups can serve as useful venues as we are participating in those . 


| am fine to discuss additional aspects you brought up , such as DSMB processes in a 1:1 phone call with 
you 


Best 
b6 


Sent from my iPhone 


On Jul 26, 2020, at 20:53, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Mikael, 


Thanks for your note, and my sincere apologies for the slow response. I’ve 
consulted with the folks who have set up the 
www.coronaviruspreventionnetwork.org in order to register those interested in 
vaccine trials. There is a general sense that our goal ought to be to increase the 
likelihood of a successful vaccine as soon as possible, so we would like to help. 


Along the same lines of maximizing progress, | wonder if it might be possible to 
develop a closer relationship in other ways between the NIH/ACTIV/CoVPN 
vaccine trials and the Pfizer vaccine program. For example, it would be good to 
seek ways of enabling communication between the DSMB chairs for the NIH 
supported studies and the Pfizer study. |n addition, a discussion of plans for 
enrollment of special populations (children, pregnant women) would be 
interesting, and might be done under the auspices of the ACTIV Vaccines 
Working Group. Finally, and as you highlight in your note, we would be very 
interested in comparing notes on strategies to make sure that enrollment in 
vaccine trials includes a high proportion of individuals from high risk groups — the 
elderly, those with chronic disease, African-Americans, Latinx, Native 
Americans. | have set up a group, led by Gary Gibbons and Eliseo Perez-Stable, 
that are seeking to build on existing community engagement groups in an effort 
to win trust amongst marginalized communities. That is not an easy task right 
now. 


To come back to your original question, NIAID is happy to discuss ways of 
allowing Pfizer to have access to its database of potentially interested volunteers 
and predictive analytic tools for recruitment. Points of contact would be Jim 
Kublin ( b6 and Julie Ledgerwood 

b6 


Best, Francis 


From: b6 
Sent: Thursday, July 23, 2020 8:57 AM 
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To: Collins, Francis (NIH/OD) [E] v6 
Subject: Diversity in the Vaccine Clinical Trials 


Dear Francis, 


| hope this note finds you and your family well. I’m writing to ask your assistance in 
ensuring people who want to participate in COVID-19 clinical trials are able to easily 
access the information they need, and in efforts to support diversity in the vaccine 
clinical trials. 


We know that speed in the recruitment of diverse clinical trial participants will be critical 
to moving al] COVID-19 vaccine programs forward. | know you are keenly aware that 
educating the public about clinical trials, and making it as simple as possible to find a 
trial and participate, is essential to doing that. 


In the quest for a vaccine for COVID-19, we are all in it together. In that spirit of 
partnership and collaboration, | respectfully request you consider including Pfizer’s 
Covid-19 clinical trial, and the clinical trials of other non-U.S. government-sponsored 
COVID-19 studies, in the Covid-19 Prevention Network (CoVPN) registry. 


Pfizer and other COVID-19 vaccine developers need help to ensure that participants in 
our trials reflect the disproportionate rates of infection in black and brown 
communities. Many NIH programs are rich resources and potential recruitment partners 
to reach diverse individuals who have already expressed an interest in research, 
including NCATS, CTSAs and the All of Us Research Program. If Pfizer and other study 
teams have the opportunity to benefit from access to these groups, this may help us to 
significantly diversify the participants in COVID-19 vaccine studies, Of course, we would 
be willing to provide any required information to ensure the success of these 
partnerships. 


As the leader of the nation’s medical research agency, we look to you for guidance on 
the advancement of all efforts to discover and develop vaccines to combat the virus that 
continues to take many lives in the U.S. and around the world. Thank you for your 
consideration, and | hope to hear from you soon. 


Sincerely, 


b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 8/2/2020 7:26:48 PM 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus) 

Subject: FW: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 


Can you find time for a 20 minute call with Dolsten this coming week? 


Tx, FC 


From: b6 

Sent: Saturday, August 1, 2020 7:01 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
Francis 

Thanks for the note . 


lam fine to speak about our views in the matter raised by you below in a 1/1 call. 


b6 but have a flexible schedule for a call w you . Pls let me know when 
it’s convenient for you . 


By the way , amazing progress in AMP, feel so proud being part of this . 


Enjoy the weekend 


Best 
b6 


Sent from my iPhone 


On Aug 1, 2020, at 18:17, Collins, Francis (NIH/OD) [E] b6 wrote: 
b6 


Thanks for your follow up note, 


(b) 6) 


Best, Francis 


From: bé 
Sent: Friday, July 31, 2020 2:13 PM 
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To: Collins, Francis (NIH/OD) [E] <co. v6 
Ce: j 6 ;bedgerwood, Julie (NIH/NIAID) [E] b6 ; b6 


Subject: RE: Diversity in the Vaccine Clinical Trials 
Dear Francis, 


It was very nice speaking with you earlier this week. Our Chief Patient officer, Dara Richardson-Heron, 
who you know well, and our Head of Clinical Trial Experience, Judy Sewards, are reviewing the options 
you laid out below and will be reaching out to Jim and Julie directly to discuss. 


| very much look forward to continuing this dialogue and exploring the ways we can work together to 
help ensure people from all demographics, who may have interest in participating in COVID-19 clinical 
trials are aware of, educated about and have access to them. 


Sincerely, 


From: Collins, Francis (NIH/OD) [E] < be 

Sent: Wednesday, July 29, 2020 8:36 AM 

To: b6 

Ce: Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 

Subject: RE: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 


Yes, let’s get on a call to discuss. Gretchen and/or Ayanna can help find a good time. 


Best, Francis 


From: b6 
Sent: Monday, July 27, 2020 3:20 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Lane, Cliff (NIH/NIAID) [E] <c v6 Fauci, Anthony (NIH/NIAID) [E] 
b6 ; Wholley, David (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] 
b 


Subject: Re: [EXTERNAL] RE: Diversity in the Vaccine Clinical Trials 
Hi Francis 
Thanks for the response . 


We appreciate the opportunity to access the NIH data bases and | will have someone reaching out to 
your contact persons below . 
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For some of the general best practice aspects of special populations and diversity inclusions , maybe the 
ACTIV NIH Vaccine and Clinical sub-groups can serve as useful venues as we are participating in those . 


| am fine to discuss additional aspects you brought up , such as DSMB processes in a 1:1 phone call with 
you 


Best 
b6 


Sent from my iPhone 


On Jul 26, 2020, at 20:53, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi b6 


Thanks for your note, and my sincere apologies for the slow response. I’ve 
consulted with the folks who have set up the 
www.coronaviruspreventionnetwork.org in order to register those interested in 
vaccine trials. There is a general sense that our goal ought to be to increase the 
likelihood of a successful vaccine as soon as possible, so we would like to help. 


Along the same lines of maximizing progress, | wonder if it might be possible to 
develop a closer relationship in other ways between the NIH/ACTIV/CoVPN 
vaccine trials and the Pfizer vaccine program. For example, it would be good to 
seek ways of enabling communication between the DSMB chairs for the NIH 
supported studies and the Pfizer study. |n addition, a discussion of plans for 
enrollment of special populations (children, pregnant women) would be 
interesting, and might be done under the auspices of the ACTIV Vaccines 
Working Group. Finally, and as you highlight in your note, we would be very 
interested in comparing notes on strategies to make sure that enrollment in 
vaccine trials includes a high proportion of individuals from high risk groups — the 
elderly, those with chronic disease, African-Americans, Latinx, Native 
Americans. | have set up a group, led by Gary Gibbons and Eliseo Perez-Stable, 
that are seeking to build on existing community engagement groups in an effort 
to win trust amongst marginalized communities. That is not an easy task right 
now. 


To come back to your original question, NIAID is happy to discuss ways of 
allowing Pfizer to have access to its database of potentially interested volunteers 
and predictive analytic tools for recruitment. Points of contact would be Jim 
Kublin (j b6 and Julie Ledgerwood 

b6 


Best, Francis 


From: b6 
Sent: Thursday, July 23, 2020 8:57 AM 
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To: Collins, Francis (NIH/OD) [E] b6 
Subject: Diversity in the Vaccine Clinical Trials 


Dear Francis, 


| hope this note finds you and your family well. ’m writing to ask your assistance in 
ensuring people who want to participate in COVID-19 clinical trials are able to easily 
access the information they need, and in efforts to support diversity in the vaccine 
clinical trials. 


We know that speed in the recruitment of diverse clinical trial participants will be critical 
to moving all COVID-19 vaccine programs forward. | know you are keenly aware that 
educating the public about clinical trials, and making it as simple as possible to find a 
trial and participate, is essential to doing that. 


In the quest for a vaccine for COVID-19, we are all in it together. In that spirit of 
partnership and collaboration, | respectfully request you consider including Pfizer’s 
Covid-19 clinical trial, and the clinical trials of other non-U.S. government-sponsored 


Pfizer and other COVID-19 vaccine developers need help to ensure that participants in 
our trials reflect the disproportionate rates of infection in black and brown 
communities. Many NIH programs are rich resources and potential recruitment partners 
to reach diverse individuals who have already expressed an interest in research, 
including NCATS, CTSAs and the All of Us Research Program. If Pfizer and other study 
teams have the opportunity to benefit from access to these groups, this may help us to 
significantly diversify the participants in COVID-19 vaccine studies. Of course, we would 
be willing to provide any required information to ensure the success of these 
partnerships. 


As the leader of the nation’s medical research agency, we look to you for guidance on 
the advancement of all efforts to discover and develop vaccines to combat the virus that 
continues to take many lives in the U.S. and around the world. Thank you for your 
consideration, and | hope to hear from you soon. 


Sincerely, 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/1/2020 9:30:40 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Ls id Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: viral testing for ACTIV-2 


Glad to hear they planned so well. Please just check to be sure all is set —| don’t want to have to make an 
emergency request later to Brett Giroir. 


Francis 

From: Adam, Stacey (FNIH) [T] < b6 
Sent: Saturday, August 1, 2020 3:47 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: viral testing for ACTIV-2 
Hi Francis, 


ACTIV-2 built into their budget with OWS enough funds to get Cepheid rapid testing machines for at least their 25-30 
initial sites in the US, as they anticipated a similar issue. They likely would have tried to procure more, but they were 
balancing cost, as well as currently testing machine availability. 


If you would like | can inquire with them and see if they need additional rapid testing capacity. 


Thank you for inquiring. 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: ( b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Saturday, August 1, 2020 2:39 PM 

To: Adam, Stacey (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] v6 
Subject: viral testing for ACTIV-2 


Hi Stacey, 
I've just been working to scale up a protocol on convalescent plasma for COVID-19 patients who present to the ER. This 
is C3PO, run in the SIREN network by NHLBI. They launched 50 sites last Monday, but have not been able to enroll 


patients because they can’t get viral testing done in less than several days. 


lam working with Brett Giroir to get the Abbott ID Now testing instruments to those 50 sites. But it occurs to me that 
ACTIV-2 might encounter the same challenges. Has the ACTG network already made plans to circumvent this obstacle? 
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Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/1/2021 2:20:28 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1bS 22-mylesr]; Burkiow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: FW: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 


FY! 


From: Woodcock, Janet < b6 

Sent: Monday, February 1, 2021 8:42 AM 

To: Collins, Francis (NIH/OD) [E] < 6 

Subject: RE: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 


Sure, happy to join in. We must acknowledge though that there are many hundreds of underpowered trials going on, 
and if we had been able to harness those resources we would be farther along. Also, we have to call for the creation of 
a community based trial network that can be rapidly mobilized. ACTIV created platform trials (which are universally 
acknowledged as a better fit for this set of issues) and is studying the most promising approaches. However, we don’t 
have a mechanism to rapidly screen many promising repurposed outpatient drugs in the clinic. |-SPY and BET are 
inpatient screening trials. 


| don’t know who this reporter talked to. Not to me, and he quoted me a bit out of context. Unsure why he didn’t 
mention ACTIV except in passing. 


But | think if we rebut this, we need to be clear about the shortcomings of the work that was able to be done, despite 
the intense effort. The lack of pre-existing capacity really slowed things down. And to be frank, and we don’t have to 
discuss this with the NYT, the multiple levels of bureaucracy around contracts and trial startup. It was hand-to-hand 
combat, daily, to get the trials up and enrolling. 


jw 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 8:31 AM 

To: Woodcock, Janet b6 

Subject: FW: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 

Hi Janet, 

This NYT article by Carl Zimmer is profoundly inaccurate. |t utterly ignores 10 months of intense work done by 
ACTIV. Leaders of the ACTIV team feel profoundly undercut. Are you willing to join me in asking the NYT 


editors for a follow up that describes what has really been going on? 


Francis 
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From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, January 31, 2021 9:14 PM 

To: Myles, Renate (NIH/OD) [E]  b6 >; Burklow, John (NIH/OD) [E] b6 
Subject: FW: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 


What do you suggest? This story is a total insult to the intense work that ACTIV has been doing since April, 
including rigorous prioritization of therapeutic candidates in order to slot the most promising ones into master 
protocols like ACTIV-1 through -5. Zimmer's story reads like that didn’t even exist. Really bad journalism. 


FC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, January 31, 2021 5:06 PM 


To; Myles, Renate (NIH/OD) [E] b6 ; NIH Director's Executive Committee <OD- 
SmaliStaff@mail.nih.gov> 

Ce: Prince, Scott (NIH/OD) [E] < b6 >; OCPLPressTeam <OCPLPressTeam@od.nih.gov>; Parker, Ashley 
(NIH/OD) [E] b6 George, Jill (NIH/OD) [E] b6 Kolberg, Rebecca (NIH/OD) [E] 
< b6 >; Kuska, Bob (NIH/OD) [E] b6 Pelis, Kim (NIH/OD) [E] b6 


Subject: RE: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 


Terrible! How did Carl Zimmer, who is usually careful, write this story and not recognize the amazing work 
that’s been done by ACTIV since last April to prioritize therapeutics and get them into rigorous trials? This is 
very disappointing. We should complain. 


FC 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Sunday, January 31, 2021 4:33 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; NIH Director's Executive Committee <OD- 

SmallStaff@mail.nih.gov> 

Ce: Prince, Scott (NIH/OD) [E] LOCPLPressTeam <OCPLP: od.nih.g 

(NIH/OD) [E] b6 >; George, Jill (NIH/OD) [E] < b6 Kolberg, Rebecca (NIH/OD) [E] 
b6 Kuska, Bob (NIH/OD) [E° v6 >; Pelis, Kim (NIH/OD) [E] b6 

Subject: NYT: How the Search for Covid-19 Treatments Faltered While Vaccines Sped Ahead 


Carl makes no mention of ACTIV and suggests we are just getting organized around treatments. It is a very misleading 
story that may warrant a letter to the editor. 


New York Times 


How the Search for Covid-19 Treatments 
Faltered While Vaccines Sped Ahead 


Vaccine development exceeded everyone's expectations. But the next few months will still bring many sick 
people — and doctors have woefully few drugs with which to treat them. 
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A makeshift [.C.U. at a hospital in Torrance, Calif, earlier this month.Cre 


By Carl Zimmer 

Jan. 30, 2021 

Nearly a year into the coronavirus pandemic, as thousands of patients are dying every day in the United States 
and widespread vaccination is still months away, doctors have precious few drugs to fight the virus. 


A handful of therapies — remdesivir, monoclonal antibodies and the steroid dexamethasone — have improved 
the care of Covid patients, putting doctors in a better position than they were when the virus surged last spring. 
But these drugs are not cure-alls and they're not for everyone, and efforts to repurpose other drugs, or discover 
new ones, have not had much success. 


The government poured $: 


2 into vaccines, a strategy that resulted in at least five effective products at 


just a few candidates, such as monoclonal antibodies. Studies of other drugs were poorly organized. 
The result was that many promising drugs that could stop the disease early, called antivirals, were neglected. 


Their trials have stalled, either because researchers couldn’t find enough funding or enough patients to 
participate. 


COLLO0000020056 


Packets of hydr hlor roquine at the University of Pittsburgh Medical Center East in Monroeville, 

Pa. J ciated Press 

At the same e time, a fe drugs have received sustained investment despite disappointing results. There’s nowa 
wealth of evidence that the malaria drugs hydroxychloroquine and chloroquine did not work against Covid. 
And yet there are still 179 clinical trials with 169,370 patients in which at least some are receiving the drugs, 
according to the © Agents at the University of Pennsylvania. And the federal 
government funne lo an expanded access program for convalescent plasma, 
infusing almost 100,000 Covid patients before there was any robust evidence that it worked. In January, those 
trials revealed that, at least for hospitalized patients, it doesn't. 


The lack of centralized coordination meant that many trials for Covid antivirals were doomed from the start — 
too small and poorly designed to provide useful data, according to Dr. Janet Woodcock, the acting 
commissioner of the Food and Drug Administration. If the government had instead set up an organized 
network of hospitals to carry out large trials and quickly share data, researchers would have many more 
answers now. 


“I blame myself to some extent,” said Dr. Woodcock, who has overseen the federal government's efforts to 
develop Covid drugs. 


She hopes to tame the chaos with a new effort from the Biden administration. In the next couple of months, she 
said, the government plans to start large and well-organized trials for existing drugs that could be repurposed 
to fight Covid-19. “We are actively working on that,” Dr. Woodcock said. 


Brand-new antiviral drugs might also help, but only now is the National Institutes of Health putting together a 
major initiative to develop them, meaning they won't be ready in time to fight the current pandemic. 


“This effort will be unlikely to provide therapeutics in 2021,” Dr. Francis Collins, the head of the N.LH., said in 
a statement. “If there is a Covid-24 or Covid-30 coming, we want to be prepared.” 
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We are following 23 coronavirus treatments 
for effectiveness and safety: 


Approved Pi ing evidence 
Widely used Not promising Pseudoscience 


Coronavirus Drug and Treatment Tracker 


An updated list of potential treatments for Covid-19. 


Even as the number of cases and deaths have surged around the country, the survival rate of those who are 
infected has improved significantly. A recent study found that by June, the mortality rates of those hospitalized 
had dropped to 9 percent from 17 percent at the start of the pandemic, a trend that has been echoed in other 
studies. Researchers say the improvement is partly because of the steroid dexamethasone, which boosts 
survival rates of severely ill patients by tamping down the immune system rather than blocking the virus. 
Patients may also be seeking care earlier in the course of the illness. And masks and social distancing may 
reduce viral exposure. 


When the new coronavirus emerged as a global threat in early 2020, doctors frantically tried an assortment of 
existing drugs. But the only way to know if they actually worked was to set up large clinical trials in which some 
people received placebos, and others took the drug in question. 


Getting hundreds or thousands of people into such trials was a tremendous logistical challenge. In early 2020, 
the N.L.H. narrowed its focus to just a few promising drugs. That support led to the swift authorization of 
remdesivir and monoclonal antibodies. Remdesivir, which stops viruses from replicating inside cells, can 
modestly shorten the time patients need to recover, but has no effect on mortality. Monoclonal antibodies, 
which stop the virus from entering cells, can be very potent, but only when given before people are sick enough 
to be hospitalized. 


Hundreds of hospitals and universities began their own trials of existing drugs — already deemed safe and 
widely manufactured — that might also work against the coronavirus. But most of these trials were small and 
disorganized. 


In many cases, researchers haye been left on their own to set up trials without the backing of the federal 
government or pharmaceutical companies. In April, as New York City was in the throes of a Covid surge, 
Charles Mobbs, a neuroscientist at Icahn School of Medicine at Mount Sinai, heard about some intriguing work 
in France hinting at the effectiveness of an antipsychotic drug. 
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Doctors at French psychiatric hospitals had noticed that relatively few patients became ill with Covid-19 
compared with the staff members who cared for them. The researchers speculated that the drugs the patients 
were taking could be protecting them. One of those drugs, the antipsychotic chlorpromazine, had been shown 
in laboratory experiments to prevent the coronavirus from multiplying. 


The doctors tried to start a trial of chlorpromazine, but the pandemic ebbed — temporarily, it turned out — in 
France by the time they were ready. Dr. Mobbs then spent weeks making arrangements for a trial of his own on 
patients hospitalized at Mount Sinai, only to hit the same wall. “We ran out of patients,” he said. 


If doctors like Dr. Mobbs could tap into nationwide networks of hospitals, they would be able to find enough 
patients to run their trials quickly. Those networks exist, but they were not opened up for drug-repurposing 
efforts. 


Many scientists suspect that the best time to fight the coronavirus is early in an infection, when the virus is 
multiplying quickly. But it’s particularly hard to recruit trial volunteers who are not in a hospital. Researchers 
have to track down people right after they've tested positive and find a way to deliver the trial drugs to them. 


ight, 


At the University of Kentucky, researchers began such a trial in May to test a drug called camostat, which is 
normally used to treat inflammation of the pancreas. The scientists thought it might also work as a Covid-19 
antiviral because it destroys a protein that the virus depends on to infect human cells. Because camostat comes 
in pill form, rather than an infusion, it would be especially useful for people like the trial volunteers, many of 
whom lived in remote rural areas. 


But the researchers have spent the past eight months trying to recruit enough participants. They have had 
trouble finding patients who have recently received a Covid diagnosis, especially with the unpredictable rise 
and fall of cases. 
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“This has been the source of the delays for essentially all of the trials around the world,” said Dr. James 
Porterfield, an infectious disease clinician at the University of Kentucky College of Medicine, who is leading the 
trial. 


While doctors like Dr. Porterfield have struggled to carry out studies on their own, a few drugs have become 
sensations, praised as cure-alls despite a lack of evidence. 


The first supposed panacea was hydroxychloroquine, a drug developed for malaria. Television pundits claimed 
it had healing powers, as did President Trump. Rather than start one large, well-designed trial across many 
hospitals, doctors began a swarm of small trials. 


“There was no coordination, and no centralized leadership,” said Ilan Schwartz, an infectious disease expert at 
the University of Alberta. 


Nevertheless, the F.D.A. gave the drug an emergency clearance as a treatment for people hospitalized with 
Covid. When large clinical trials finally did begin delivering results, it turned out that the drug provided no 
benefit — and might even do harm. The agency withdrew its authorization in June. 


Many scientists were left embittered, considering all that work a waste of precious time and resources. 


“The clear, unambiguous and compelling lesson from the hydroxychloroquine story for the medical community 
and the public is that science and politics do not mix,” Dr. Michael Saag of University of Alabama at 
Birmingham wrote in November in the New England Journal of Medicine. 


Now another drug is becoming popular before there’s strong evidence that it works: the parasite-killing 
compound ivermectin. Senator Ron Johnson, Republican of Wisconsin, who extolled hydroxychloroquine in 
April, held a hearing in December where Dr. Pierre Kory testified about ivermectin. Dr. Kory, a pulmonary and 
critical care specialist at Aurora St. Luke's Medical Center in Milwaukee at the time, called it “effectively a 
‘miracle drug’ against Covid-19.” Yet there are no published results from large-scale clinical trials to support 
such claims, only small, suggestive ones. 
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e monoclonal antibody treatment bamlanivimal is produced 
ia Shutters 
zed trial network, as it is trying to do now, scientists would 
have still faced some unavoidable hurdles. It takes time to do careful experiments to discover promising drugs 
and then to confirm that they’re really worth investigating further. 


xck 


“In drug development, we're used to 10-to-15-year runways,” said Sumit K. Chanda, a virologist at Sanford 
Burnham Prebys Medical Discovery Institute in La Jolla, Calif. 


In February, Dr. Chanda and his colleagues began a different kind of search for a Covid-19 antiviral. They 
screened a library of 13,000 drugs, mixing each drug with cells and coronaviruses to see if they stopped 
infections. 


A few drugs proved promising. The researchers tested one of them — a cheap leprosy pill called clofazimine — 
over several months, doing experiments in human lung tissue and hamsters. Clofazimine fought off the virus in 
the anin if they received it soon after being infected. 


Now, nearly a year after he started his research, Dr. Chanda is hoping he can get funding for the most difficult 
part of drug testing: large and randomized clinical trials that can cost millions of dollars. To complete this stage 
efficiently, researchers almost always need the backing of a large company or the federal government, or both 
— as happened with the large clinical trials for the new coronavirus vaccines. 


It’s unclear how the Biden administration's new drug-testing effort will choose which drug candidates to 
support. But if trials begin in the next few months, it’s possible they could reveal useful data by the end of the 
year. 


Pharmaceutical companies are also beginning to fund some trials of repurposed drugs. A study published this 
week in Science found that a 24-year-old cancer drug called plitidepsin is 27 times more potent than remdesivir 
at halting the coronavirus in lab experiments. In October, a Spanish drug company called PharmaMar reported 
promising results from a small safety trial of plitidepsin. Now the company is preparing to start a late-stage 
trial in Spain to see if the drug works compared with a placebo. 


The pharma giant Merck is running a large, late-stage trial on a pill called molnupiravir, originally developed 
by Ridgeback Biotherapeutics for influenza, which has been shown to cure ferrets of Covid-19. The trial’s first 
results could emerge as early as March. 

Experts are particularly eager to see this data because molnupiravir may be effective in treating more than just 
Covid-19. In April, scientists found that the drug could also treat mice infected with other coronaviruses that 
cause SARS and MERS. 


Any antivirals that may emerge in 2021 won't save the lives already lost to Covid-19. But it’s possible that one of 
those drugs may work against coronavirus pandemics to come. 


Noah Weiland and Katie Thomas contributed reporting. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/11/2020 5:37:18 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: Two questions 

Hi David, 


| think we can reduce the EC to an hour on Friday, and likewise for the future LT and EC meetings. 


| don’t think we will have enough pressing items for AMP by September 4, so OK to cancel that one. We 
should have a lot more to discuss in November. 


Francis 

From: Wholley, David (FNIH) [T] < b6 
Sent: Tuesday, August 11, 2020 1:34 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Two questions 


Francis: 

1) We have the ACTIV EC call this Friday August 14 from noon to 1:30 PM, but have only the two Working Groups 
attending/reporting. There are about 30 slides (including action items from previous meetings). Shall we 
reduce the time for this to one hour? Shall we do the same for the Leadership Team meeting at the end of this 
month and going forward for the other EC and LT meetings? 

2) As stated in our minutes from our last AMP EC call on July 31: :”The next AMP-EC meeting is scheduled for 
Friday, September 4, at 7:00 a.m. ET. Whether the September meeting will be held as scheduled will depend on 
whether enough agenda items are available.” Cheryl would be reaching out about now to confirm 
attendance. Our next AMP EC call is November 20. Shall we go ahead and cancel the 9/4 meeting? 


Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnib.or 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/12/2020 6:53:15 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427 ea3d34f1e072f8cb7-menetskijp] 
Subject: RE: ACTIV EC Pre-call 


Thanks for the clarification of the history here. | see the distinction between #1 and #2 but they are both very 
much in Gary’s court. For #1, he and Walter Koroshetz have been the main proponents of the need to mount 
long term cohort studies of COVID-19 survivors (not just those that were in an ACTIV trial). Full support of this 
depends on Congressional approval of the supplementary funding that is currently in limbo, but | think NHLBI 
and NINDS were trying to start something anyway. So as long as you are reaching out to Gary, how about 
asking him about both? 


Tx, FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, August 12, 2020 2:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Gonzalez, Nina < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: FW: ACTIV EC Pre-call 


Francis, 

Nina found the original text for us (see note below) related to action item #1 re: treatment of multiorgan residual 
symptoms in patients who have recovered from moderate and severe disease. | agree with your sense that the 
assignment to the Preclinical Group seems somewhat arbitrary, and Christine’s failure to reach out and claim it as her to- 
do on today’s call just reinforces that sense. Please let us know what you'd like to do with that action item (re: some of 
the potential NIH programs being contemplated). 


| do think this is separate from action item #2, which refers to the ongoing dialogue between Gary and Andy Plump 
about longitudinal follow-up of convalescent patients in general, including the potential use of EHRs and tokenization as 
substitutes for postmarketing studies and registries. The second one was about finding and following the patients to 
understand needs; the first about developing actual treatments for some of the things we know are our there. lam 
going to ask Gary what he wants to do about #2 in that light, and if Ok with you. Please let me know. 

David 


From: Gonzalez, Ning b6 > 
Sent: Wednesday, August 12, 2020 12:14 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: RE: ACTIV EC Pre-call 
David, 


RE: the discussion around the Preclinical Action Item from last week — this is in regards to some conversation in the chat 
between Michael Dolsten and Dr. Gibbons (Se.e attached last page) 


| think Joe picked it up for Preclinical when we were discussing how to assign this task. 
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dolstem: 53:23 


advances of vaccines, mAbs, a-virals will likely make the window for acute use of immune modulators more narrow. 
What about the many post-Covid patients w multi-organ residual symptoms? another area to focus on anda 
translational case for fibroses that can go beyond Covid 

Gary Gibbons: 56:49 


agreed; reinforces the importance of careful follow-up phenotyping post-trial and natural history studies in recovered 
patients. 
dolstem: 01:10:34 


there seems to be so many mAbs going into the clinic, is there possibly a way to prioritize that advances focused 
solutions faster 
walter koroshetz- NINDS: 01:27:49 


Michael--The Therapeutics working group was attracted to (b) (5) 
(b) (5) 
Skip Virgin: 01:30:46 
| believe the question of chronic disease for survivors is important. The SARS data on this are potentially very 
concerning. 


From: Wholley, David (FNIH) [T] < b6é 
Sent: Wednesday, August 12, 2020 11:54 AM 
To: Melencio, Cheryl (FNIH) [T] b6 ; Adam, Stacey (FNIH) [T] < b6 >; Alvarez, Rosa Maria 
< b6 1>; Anderson, Margaret < b6 Chen, Helen Q. 

b6 >; Elsaid, Olivia b6 >; Gonzalez, Nina < b6 >; James, 
Stephanie (FNIH) [T] b6 >; Menetski, Joseph (FNIH) [T] b6 Santos, Michael (FNIH) [T] 

b6 Stratton, Benjamin < b6 Tolman, Brett b6 

Tountas, Karen (FNIH) [T] b6 >; Wachtel, Jonathan < b6 >; Collins, Francis 
(NIH/OD) [E] <¢ b6 ; Tabak, Lawrence (NIH/OD) [E] b6 >; Parker, Ashley (NIH/OD) 
(E] b6 >; Gadbois, Ellen (NIH/OD) [E] < b6 >; Culp, Michelle (NIH/OD) [E] 
< b6 Hawk, Harrison < b6 Colvis, Christine (NIH/NCATS) [E] 

b6 
Cc: Wood, Gretchen (NIH/OD) [E] b6 y>; McManus, Ayanna (NIH/OD) [E] b6 
Burrus-Shaw, Cyndi (NIH/OD) [E] b6 Simon, Dina (NIH/OD) [C] 


Subject: [EXT] RE: ACTIV EC Pre-call 
Importance: High 


Please see attached the proposed slides and attendee list for our pre-call. 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Tuesday, July 21, 2020 2:04 PM 

To: Melencio, Cheryl (FNIH) [T]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; 
Gonzalez, Nina; James, Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Benjamin; 
Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; 
Tabak, Lawrence (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; 
Hawk, Harrison; Colvis, Christine (NIH/NCATS) [E] 

Cc: Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 
(NIH/OD) [C] 

Subject: ACTIV EC Pre-call 

When: Wednesday, August 12, 2020 12:00 PM-12:30 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: see webex below 
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er (access code}: b6 Meeting password: b6 


Join from a video system or application 
Dial v6 iY 1. WEBEX.cOM 
You can also dial b6 and enter your meeting number. 


Tap to join from a mobile device (attendees only) 
b6 Call-in toll number (US/Canada) 


Join by phone 
b6 Call-in toll number (US/Canada) 
Global call-in numbers 


Join using Microsoft Lyne or Microsoft Skype for Business 


b6 me.webex.com 


Dial 


Vtioin, the meeting? 


If you are a host, click here to view host information. s-oxt17 yore: Pens mote tar Yya we 


This message (including any attachments) contains confidential information intended fora specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entitics, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITTL. DTTL does not 


v.E.1 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/14/2021 3:27:11 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 


Subject: FW: virus variants 

From: Woodcock, Janet < b6 

Sent: Thursday, January 14, 2021 10:19 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Bugin, Kevin (FDA/CDER) < b6 


Subject: RE: virus variants 


Thanks Francis. Kevin, funding request coming our way. Very urgent, should go thru Paul Mango route. | can talk to 
whomever about the urgency. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 10:15 AM 

To: Woodcock, Janet b6 
Subject: RE: virus variants 


Hi Janet, 


Sounds like you and | are completely aligned on the urgency. Addressing the concerns about the ACTIV 
proposal that were raised by CDC and BARDA is happening right now, | am promised a new version of the 
ACTIV proposal by COB today, or tomorrow at the latest. | will send that to you ASAP, and will deeply 
appreciate whatever you can do to gain HHS approval for funding support. (b) (4), (b) (5). 

(6) (4), (®) (5) 


Francis 

From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 9:23 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: RE: virus variants 
Seems Moncef is out of the loop. | would be glad to prevail upon HHS to try and get this funded in the next few 


days. Critically needed. FDA is really interested and could have a big role to play if we have to switch epitopes. Seems 
like | can’t join the Exec Comm now, but maybe you and | could touch base. 


(&) ). (b) (5) 


Let me know and | can get a funding memo going. This is very urgent. jw 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, January 13, 2021 10:04 PM 
To: Woodcock, Janet < b6 

Cc: Wholley, David N (NIH) bé6 
Subject: RE: virus variants 


Hi Janet, 


Thanks for reaching out. Yes, | have been somewhat obsessed about the need for ACTIV to organize a 
coordinated plan to assess the functional consequences (to therapeutics and vaccines) of emerging mutations 
in SARS-CoV-2. That would include defining the critical assays that need to be done, identifying those who can 
do them quickly, avoiding duplication, and making sure all of the data is shared immediately. Industry has 
embraced this. Joe Menetski led an effort of the Preclinical Working Group that came up with a five-point 
plan — a one year version of that is attached, though this will clearly need to be in place for longer thana 

year. As to your questions about who is involved in the ACTIV plan, Ann Eakin from NIAID and Karl Erlandson 
from BARDA, who | understand are the primary leaders on the OWS testing effort, were on the proposal 
development team with Joe. Joe tried to also involve Tim Stenzel from FDA, who was personally 
recommended for this by Peter Marks at CBER, but Tim has seemed somewhat disinterested. 


| have appealed to Moncef (b) (4). (b) (5) 

(b) (4), (b) (5). . That led to a Zoom call last Saturday where it emerged 
that there is a separate nascent HHS effort (just government, no outsiders) to enhance communication. That 
seems to be primarily focused on information sharing, but wouldn’t actually have funds to support work. | 
don’t see evidence that FDA has been involved. 


Yesterday | convened the ACTIV team and the HHS team, and | think we worked out a way for both to go 
forward. But | would see the ACTIV project as the one that actually makes things happen. 


| have discussed this situation and the ACTIV plan in general terms with Rochelle Walensky, who was 
supportive, | think we need to get this going now. |’d love to know your thoughts. If you and Moncef were 
both supportive, could we even get this funded by OWS before everything goes into slow motion on January 
20? 


This will be discussed at the ACTIV Leadership Team tomorrow, and I’m glad you might be able to join for that 
part. I’d also be glad to talk by phone if it would help. | could talk between 6:30 and 8 am tomorrow 


(Thursday) if that’s a good time for you. 


Best, Francis 


From: Woodcock, Janet < b6 > 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 
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As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven't talked to Peter. They think a public meeting should be help on this at some point. 


'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/12/2020 7:39:57 PM. 

To: Bianchi, Diana (NIH/NICHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e701b633c0214cb887200d28a48e19d3-bianchidw] 

Subject: FW: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 

Hi Diana, 


See follow-up e-mail thread about this issue. It would be good for you to reach out to Emily Erbelding of NIAID 
to discuss this — especially to address the question of how the JnJ vaccine will be tested in pregnant women, 
since they seem interested in doing so. 


Tx, Francis 

From: Santos, Michael (FNIH) [T] < b6 
Sent: Wednesday, August 12, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: RE: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 
Hi Francis, 


In the WG conversation we discussed the current ethical perspective that pregnant women are not a vulnerable 
population and that the starting point should be inclusion, with a burden of proof required to exclude them. That was 
the perspective presented by Emily Erbelding, who is responsible for special populations within OWS, and Kathy Neuzil 
of CoVPN. 


As you know, under OWS the sponsors have the final say in their protocols. |! was somewhat surprised to see that 
pregnant women are being excluded from the Moderna trial (for Pfizer it was less clear). However, the different vaccine 
platforms have varying degrees of experience in pregnant women: the lack of previous experience with mRNA vaccine 
candidates in pregnant women may have motivated the Moderna and Pfizer choices. The Janssen Ad26 platform has 
some experience, and their representative highlighted that in our meeting. We didn’t hear the perspective of developers 
like Novavax and Sanofi. Merck indicated that they thought they would not include pregnant women because they 
wouldn’t have completed development and reproductive toxicity (DART) studies in time before their phase 3. 


We did also discuss the concepts of a universal pregnancy registry and the general approach of studies specifically in 

pregnant women after a vaccine demonstrated safety and efficacy in other adults. Given the high prevalence of women 
of reproductive age within the population of front-line healthcare workers, as Kathy said, “If we don’t have a vaccine for 
pregnant women, we don’t have a vaccine for healthcare workers.” This is a concern, and one that ACIP is also aware of. 


We haven’t discussed this topic recently, but it has been proposed as a topic we may come back to. In the meantime 
Emily would be a good person to follow up with if you would like more information, given her role in OWS on this 
topic. She is also representing ACTIV and OWS on the CEPI maternal immunization work group, so may have some 
additional perspective on what is being done around the world. 


Thanks, 
Mike 


Michael Santos, PhD 
¢ President, Science | Foundation for the Nationa 


stitutes of Health 


COLL0000020075 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, August 12, 2020 10:00 AM 

To: Wholley, David (FNIH) [T, b6 Santos, Michael (FNIH) [T- b6 
Subject: FW: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Hi David and Mike 


Where did the ACTIV Vaccines WG come down on vaccine trials in pregnant women? This article suggests that 
JnJ is considering including them. Diana Bianchi says that NICHD’s maternal-fetal medicine clinical trial 
networks could help if we decided to go that way. 


Francis 

From: Bianchi, Diana (NIH/NICHD) [E] b6 
Sent: Wednesday, August 12, 2020 9:55 AM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Follow-up to our conversation. Thanks for your time! 
Diana 


Large U.S. COVID-19 vaccine trials 
will exclude pregnant women for now 


Julie Steenhuysen 
8 MIN READ 
. 


CHICAGO (Reuters) - The first two COVID-19 vaccines to enter large-scale U.S. 
trials will not be tested in pregnant women this year, raising questions about how 
this vulnerable population will be protected from the coronavirus, researchers told 
Reuters. 


Moderna (MRNA.O) and Pfizer (PFE.N), which has partnered with Germany’s 
BioNTech (22UAy.F), this week separately launched clinical trials that use a new 
and unproven gene-based technology. Both companies are requiring proof of a 
negative pregnancy test and a commitment to using birth control from women of 
childbearing age who enroll. 


Drugmakers say they first need to make sure the vaccines are safe and effective 
more generally. In addition, U.S. regulators require that drugmakers conduct safety 
studies in pregnant animals before the vaccines are tested in pregnant women to 
ensure they don’t harm the fetus or lead to miscarriage. 
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Bioethicists, vaccine and maternal health experts have argued for years that 
pregnant women should be included early in trials of pandemic vaccines so they 
would not need to wait until long after a successful candidate emerges. That debate 
fell on deaf ears in recent outbreaks of Ebola and Zika, but has taken on new 
urgency in the era of COVID-19, as studies show pregnant women are at increased 
risk of severe disease from the new coronavirus. 


“Tt’s a problem because if (vaccines) are not tested in pregnancy, then they may not 
be available or people may not be comfortable offering them,” said Dr. Denise 
Jamieson, chief of gynecology and obstetrics for Emory Healthcare in Atlanta. 


According to the 2012 Census, 75.4 million U.S. women were of childbearing age, 
defined as 15 to 50 years old. Currently, pregnant women are recommended to take 
flu and whooping cough vaccines and certain others depending on individual 
circumstances, but none of these have been specifically tested and proven safe for 
pregnant women. 


“We have an enormous number of women of childbearing age and potentially 
getting pregnant, and what’s the safest vaccine for them?” said Dr. Larry Corey, a 
vaccine expert at Fred Hutchinson Cancer Center in Seattle who is helping oversee 
vaccine trials conducted by Moderna and other drugmakers in collaboration with 
the U.S. government. 


Doctors may want to see even more data for completely new vaccine technologies, 
such as those used by Moderna and Pfizer, compared with one that has already been 
used in pregnant women. 


Such differences highlight why “we need multiple vaccines” to best address the 
needs of specific populations, Corey said. 


A PRECEDENT IN PREGNANCY Johnson & Johnson (JNJ.N), which kicked off 
a small-scale safety trial for its COVID-19 vaccine this week, is using the same 
underlying technology that it used with its Ebola vaccine, which has been used in 
1,000 pregnant women in Democratic Republic of Congo. Larger studies with that 
vaccine are now under way. 
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J&Ps chief scientific officer, Dr. Paul Stoffels, told Reuters the company has done 
many years of “extensive” preclinical study with the Ebola vaccine, including on 
pregnant animals, and “has not see any challenges.” 


Stoffels said J&J would decide in the next few weeks whether it will include 
pregnant women in its large Phase 3 late-stage trial fora COVID-19 vaccine due to 
start in September. Pfizer expects to start toxicology studies in pregnant animals 
shortly, with data ready for review by the U.S. Food and Drug Administration in the 
first quarter of 2021. Studies in pregnant women could start some time afterward. 


“We continue to explore potential ways to shorten the time to studies in pregnant 
women,” Dr. Bill Gruber, Pfizer’s senior vice president of vaccine clinical research 
and development, told Reuters. 


Of course, unplanned pregnancies can happen even when women are using reliable 
contraception. Based on past experiences in such trials, Gruber said he expects 
about 1% of women in Pfizer’s Phase 3 trial, or about 150 women, will become 
pregnant. And those women and their babies will be followed closely. 


Moderna said in an emailed statement that the company launched its safety study in 
pregnant animals at the end of June and expects results by the end of this year. 


“Once we have generated additional safety data for our vaccine, and importantly 
demonstrated that it is efficacious, we intend to conduct additional studies in this 
important population,” a Moderna spokesperson said. 


Sanofi (SASY.PA), whose coronavirus vaccine is based on its flu vaccine platform, 
is doing reproductive toxicology in animals, but those results won’t be ready before 
the start of the company’s large Phase 3 trials, expected to start by year-end. 


Sanofi may establish a pregnancy registry after the vaccine is approved to track 
outcomes in pregnant women, as has been done in the past. 


Merck & Co (MRK.N) said it has not made any decisions yet on when to test its 
vaccine candidate in pregnant women. Novavax (NVAX.O) and AstraZeneca Plc 
(AZN.L) declined to comment on their plans. 
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Dr. Flor Munoz, an expert in maternal use of vaccines at Baylor College of 
Medicine, said companies have been reluctant to test anything in pregnant women 
since the 1950s and 60s, after the drug thalidomide, which was used to treat nausea 
in pregnancy, caused widespread birth defects. She agrees that preliminary testing is 
needed. 


The vaccines “need to be reasonably safe and reasonably effective,” she said. “We 
don’t necessarily have to finish the Phase 3 trials.” 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/1/2021 6:28:29 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

CG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Your Article on Therapeutics 


No, but David Wholley probably does. Looping him in. 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 11:18 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < v6 
Ce: Burklow, John (NIH/OD) [E] < b6 


Subject: RE: Your Article on Therapeutics 
Hi Francis: 


Do you have these in PPP version? | can’t pull them from the PDF. 


Renate 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 11:09 AM 

To: Myles, Renate (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Burklow, John (NIH/OD) [E] < b6 


Subject: RE: Your Article on Therapeutics 
Hi Renate, 


Your response is right on target. He says he was only focusing on antivirals — well, that’s not what the 
headline and the opening paragraph say! 


And even for antivirals, he’s out of date. Interferon-beta and camostat mesylate (mentioned in his article!) are 
currently being tested in ACTIV-2. You could send him slides 12 and 15 from the attachment if he wants 


evidence of how much is going on here. 


Would it be good for me to talk to him this morning so that he can do the correction in the best way? | just 
want him to get the facts right. 


FC 


From: Myles, Renate (NIH/OD) [E] < b6 
Sent: Monday, February 1, 2021 10:24 AM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
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Cc: Burklow, John (NIH/OD) [E] < b6 
Subject: FW: Your Article on Therapeutics 


See Carl’s response and my response back to him. At this point, I’m asking him to correct the portions of his article that 
suggest we haven’t done anything around treatments and ask if he would include mention of ACTIV and it’s role. 


From: Myles, Renate (NIH/OD) [E] 

Sent: Monday, February 1, 2021 10:22 AM 
To: ‘Carl Zimmer’ < b6 

Subject: RE: Your Article on Therapeutics 


Hi Carl: 


You asked us about antivirals, but you making sweeping statements about the government's efforts on treatments 
overall. The hundreds of people who have literally been breaking their backs since April to vet 400 compounds, narrow 
them to six categories that they thought would be most likely to succeed, develop the master protocols and resources to 
support the effort, engage the trial networks to pick up the extra work, all feel like your story erased their existence. It’s 
as if it never happened. You never asked to speak to Dr. Collins about treatments overall and Janet Woodcock also noted 
that you didn’t speak with her. 


Ata minimum, we think it’s extremely important that you clarify the statements in your article that suggest that there is 
no central effort for coordinating COVID-19 treatment trials and that the government is just getting started now. It 
would be worth mentioning the formation of ACTIV and its role, including the fact that we’re tapping a large list of NIH 
supported clinical trial networks (noted in our first release). If you want to say that ACTIV hasn’t done enough for 
antivirals, then that’s fair (although antivirals were considered by ACTIV and the timeline was not achievable within the 
goals of ACTIV). Would that be possible? 


Thanks, 
Renate 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 9:29 AM 
To: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Your Article on Therapeutics 


Dear Renate: 


For my story, | sought to understand where we stand with antivirals for Covid-19 a year into the pandemic. While 
millions of people are now receiving highly protective vaccines created in record-breaking time, we still have limited 
options for antivirals for those who get sick. 


--We have one approved drug, remdesivir, which the WHO does not recommend, and which experts I've consulted 
consider disappointingly modest in its effect. It can also cost over three thousand dollars a dose. 


--We have emergency-authorized monoclonal antibodies which show promise, but mainly when given as early as 
possible--something that is very difficult to manage because people can't just pick up a prescription of pills at the 
drugstore, instead having to go to a hospital for an infusion that can take over an hour. For weeks, a huge portion of the 
available supply of monoclonal antibodies has sat unused, as my colleague Katie Rogers has reported. 
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“For people early on, what we do need are medications that are orally administered that you can give to someone who 
has symptoms, to keep them from requiring hospitalization. That’s the thing that we desperately need,” Dr. Fauci said at 
the New York Times DealBook Online Symposium in November. 


Almost three months and well over 100,000 covid deaths later, we don't have those medications. 


At the NIH's meeting on covid antivirals in October, Dr. Collins said the following: “We have exactly one antiviral 
compound that has reached the point of approval—remdesivir—and we really, really need a bunch more." 


We still don't have a bunch more. 


For my story, | tried to understand the reasons why the search for antivirals has lagged behind the search for vaccines. | 
spoke at length with scientists who are looking for antivirals, either by making them scratch or repurposing them. As | 
explained in my story, there's an incompressible bottleneck for testing new drugs for safety and effectiveness in vitro, 
which was followed by a slow ramp-up of animal studies. Therefore it did not surprise me when Dr. Collins said in his 
statement to me that the new initiative for antiviral drugs will not deliver results in 2021 and probably will have the best 
odds of providing help for future pandemics, not this one. 


Repurposed drugs like remdesivir or ivermectin might theoretically save lives. But | spoke to a number of researchers 
who were frustrated that they were unable to quickly test potential drugs. Experts pointed repeatedly to a need for 
better organization of trials to reduce this waste and inefficiency. And at two separate conferences in recent months, 
Janet Woodcock has said that the FDA has reviewed trials for covid-19 drugs and found that only five percent were 
properly designed and powered to deliver results. 


As | explained in my article, the remaining 95 percent of trials represented a lost opportunity. "They were small, many of 
them were not randomized, and many of them did not have adequate power. And many of them failed to enroll enough 
patients," Dr. Woodcock told me. "Instead of working together in a large trial system, what we saw is dozens of trials, 
starting up and studying the same agent." 


"| think we have to do some serious soul-searching after this is over,” she said at an October conference. 

Dr. Woodcock said in her presentations that NIH's ACTIV trials were in the five percent of well-designed trials. And in my 
article, | explained that NIH had indeed run the kind of large-scale trials necessary to properly evaluate potential 
antivirals. But when it comes to antivirals, its ACTIV trials have only evaluated remdesivir and monoclonal antibodies, the 
two treatments | noted at the beginning of this email. It is indeed true that | didn't mention trials on anticoagulants in 
my article. That's not because | was unaware of them. As part of my coverage, | manage the New York Times covid 
treatment tracker. | didn't mention anticoagulants in my article because | was writing a story about antivirals, not 


anticoagulants. 


Given all of this reporting, | think that my article accurately reflects what happened over the past year in the world of 
antiviral research, and what we have to look forward to this year. 


| am always happy to discuss what's happening at NIH with Dr. Collins, whenever his schedule permits. 


Best wishes, 


Carl Zimmer 


carlzimmer.com 
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On Sun, Jan 31, 2021 at 9:03 PM Myles, Renate (NIH/OD) [E] < b6 wrote: 


Hi Carl: 


We were stunned to see your article on therapeutics that in our view is extremely misleading. You write, “but only now 
is the NIH putting together a major initiative to develop treatments” and later say, “Even if the federal government had 
set up a centralized tria! network, as it is trying to do now...” Your article makes no mention of NIH’s Accelerating 
COVID-19 Therapeutic Interventions and Vaccine public-private partnership which we launched April 2020 to develop a 
coordinated research strategy that involved creating master protocols and tapping into large NIH clinical trial networks. 
Trials have been launched in record time because of the efforts of ACTIV. You mention monoclonal antibodies, but 
make no mention of immune modulators or antithrombotics. 


We've held multiple press briefings about ACTIV (while you weren’t on those calls, your colleagues were). There is 
mention of ACTIV in a June 2020 NYT article, so you must have been aware of it. It states: 


In an interview, Dr. Francis S. Collins, the director of the National Institutes of Health, said a public-private partnership 
known as ACTIV — Accelerating Covid-19 Therapeutic Interventions and Vaccines — had evaluated more than 400 
possible therapeutic interventions for the coronavirus and distilled them to six promising candidates for clinical trials 
that could be funded through President Trump’s “Operation Warp Speed” initiative. 


“Among the highest priorities,” Dr. Collins said, are immune modulators and anticoagulants, used to 
prevent troublesome blood clots that are sometimes associated with Covid-19. The goal, he said, is to find treatments 
“as soon as possible for the people who are really sick.” 


In fact, promising results from one antithrombotic study was announced just 9 days ago. 


We feel very strongly that you need to set the record straight and explain to your readers what NIH has done through 
ACTIV and we’re happy to set up a call with Dr. Collins to provide more detailed information. 


Thanks, 
Renate 


Renate Myles, MBA 


Deputy Director for Public 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 8/12/2020 2:00:00 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4.cc6952f65f80-santosmr] 

Subject: FW: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Hi David and Mike 


Where did the ACTIV Vaccines WG come down on vaccine trials in pregnant women? This article suggests that 
JnJ is considering including them. Diana Bianchi says that NICHD’s maternal-fetal medicine clinical trial 
networks could help if we decided to go that way. 


Francis 

From: Bianchi, Diana (NIH/NICHD) [E] < b6 
Sent: Wednesday, August 12, 2020 9:55 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Reuters: Large U.S, COVID-19 vaccine trials will exclude pregnant women for now 


Follow-up to our conversation. Thanks for your time! 
Diana 


Large U.S. COVID-19 vaccine trials 
will exclude pregnant women for now 


Julie Steenhuysen 
6 MIN READ 


CHICAGO (Reuters) - The first two COVID-19 vaccines to enter large-scale U.S. 
trials will not be tested in pregnant women this year, raising questions about how 
this vulnerable population will be protected from the coronavirus, researchers told 
Reuters. 


Moderna (MRNA.O) and Pfizer (PFE.N), which has partnered with Germany’s 
BioNTech (22UAy.F), this week separately launched clinical trials that use a new 
and unproven gene-based technology. Both companies are requiring proof of a 

negative pregnancy test and a commitment to using birth control from women of 


childbearing age who enroll. 
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Drugmakers say they first need to make sure the vaccines are safe and effective 
more generally. In addition, U.S. regulators require that drugmakers conduct safety 
studies in pregnant animals before the vaccines are tested in pregnant women to 
ensure they don’t harm the fetus or lead to miscarriage. 


Bioethicists, vaccine and maternal health experts have argued for years that 
pregnant women should be included early in trials of pandemic vaccines so they 
would not need to wait until long after a successful candidate emerges. That debate 
fell on deaf ears in recent outbreaks of Ebola and Zika, but has taken on new 
urgency in the era of COVID-19, as studies show pregnant women are at increased 
risk of severe disease from the new coronavirus. 


“Tt’s a problem because if (vaccines) are not tested in pregnancy, then they may not 
be available or people may not be comfortable offering them,” said Dr. Denise 
Jamieson, chief of gynecology and obstetrics for Emory Healthcare in Atlanta. 


According to the 2012 Census, 75.4 million U.S. women were of childbearing age, 
defined as 15 to 50 years old. Currently, pregnant women are recommended to take 
flu and whooping cough vaccines and certain others depending on individual 
circumstances, but none of these have been specifically tested and proven safe for 
pregnant women. 


“We have an enormous number of women of childbearing age and potentially 
getting pregnant, and what’s the safest vaccine for them?” said Dr. Larry Corey, a 
vaccine expert at Fred Hutchinson Cancer Center in Seattle who is helping oversee 
vaccine trials conducted by Moderna and other drugmakers in collaboration with 
the U.S. government. 


Doctors may want to see even more data for completely new vaccine technologies, 
such as those used by Moderna and Pfizer, compared with one that has already been 
used in pregnant women. 


Such differences highlight why “we need multiple vaccines” to best address the 
needs of specific populations, Corey said. 


A PRECEDENT IN PREGNANCY Johnson & Johnson (JNI.N), which kicked off 
a small-scale safety trial for its COVID-19 vaccine this week, is using the same 
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underlying technology that it used with its Ebola vaccine, which has been used in 
1,000 pregnant women in Democratic Republic of Congo. Larger studies with that 
vaccine are now under way. 


J&J’s chief scientific officer, Dr. Paul Stoffels, told Reuters the company has done 
many years of “extensive” preclinical study with the Ebola vaccine, including on 
pregnant animals, and “has not see any challenges.” 


Stoffels said J&J would decide in the next few weeks whether it will include 
pregnant women in its large Phase 3 late-stage trial for a COVID-19 vaccine due to 
start in September. Pfizer expects to start toxicology studies in pregnant animals 
shortly, with data ready for review by the U.S. Food and Drug Administration in the 
first quarter of 2021. Studies in pregnant women could start some time afterward. 


“We continue to explore potential ways to shorten the time to studies in pregnant 
women,” Dr. Bill Gruber, Pfizer’s senior vice president of vaccine clinical research 
and development, told Reuters. 


Of course, unplanned pregnancies can happen even when women are using reliable 
contraception. Based on past experiences in such trials, Gruber said he expects 
about 1% of women in Pfizer’s Phase 3 trial, or about 150 women, will become 
pregnant. And those women and their babies will be followed closely. 


Moderna said in an emailed statement that the company launched its safety study in 
pregnant animals at the end of June and expects results by the end of this year. 


“Once we have generated additional safety data for our vaccine, and importantly 
demonstrated that it is efficacious, we intend to conduct additional studies in this 
important population,” a Moderna spokesperson said. 


is doing reproductive toxicology in animals, but those results won’t be ready before 
the start of the company’s large Phase 3 trials, expected to start by year-end. 


Sanofi may establish a pregnancy registry after the vaccine is approved to track 
outcomes in pregnant women, as has been done in the past. 
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= = Co (MRK.N ND son it cv not made — decisions yet on when to test its 
) and AstraZeneca Ple 


(AZNI) decliaed to comment on their plans. 


Dr. Flor Munoz, an expert in maternal use of vaccines at Baylor College of 
Medicine, said companies have been reluctant to test anything in pregnant women 
since the 1950s and 60s, after the drug thalidomide, which was used to treat nausea 
in pregnancy, caused widespread birth defects. She agrees that preliminary testing is 
needed. 


The vaccines “need to be reasonably safe and reasonably effective,” she said. “We 
don’t necessarily have to finish the Phase 3 trials.” 


COLL0000020077 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/12/2020 6:56:02 PM. 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: FW: Start dates for ACTIV-4 trials 


See below. | assume we will still announce ACTIV-4 during the week of August 24, though it looks as if the first 
hospitalized patient may be enrolled next week. 


EG 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, August 12, 2020 2:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 

Ce: Elsaid, Olivia < b6 Gonzalez, Nina < b6 Adam, Stacey (FNIH) [T] 
4 b6 


Subject: FW: Start dates for ACTIV-4 trials 


FYI, assume this is OK solution. 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, August 12, 2020 2:25 PM 


To: Patterson, Amy (NIH/NHLBI) [E] < b6 Kindzelski, Andrei (NIH/NHLBI) [E] 
b6 

Ce: Hoots, W. Keith (NIH/NHLBI) [E b6 Punturieri, Antonello (NIH/NHLBI) [E] 
b6 i 


Subject: RE: Start dates for ACTIV-4 trials 


Indeed it does. We'll say “projected to activate” week of August 17". 


From: Patterson, Amy (NIH/NHLBI) [E] b6 > 

Sent: Wednesday, August 12, 2020 1:01 PM 

To; Wholley, David (FNIH) [T] b6 Kindzelski, Andrei (NIH/NHLBI) [E] < b6 

Cc: Hoots, W. Keith (NIH/NHLBI) [E] < b6 Punturieri, Antonello (NIH/NHLBI) [E] 
b6 


Subject: RE: Start dates for ACTIV-4 trials 


Hi David, 

We're hopeful the inpatient trial, as Andrei indicates, can start sometime next week. The week of August 24" was put 
forth as the safest bet for being able to announce with confidence that the trial was actively enrolling (instead of this 
week which had been proposed but was not feasible). Hope this helps clarify. 


Amy 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, August 12, 2020 12:46 PM 

To: Kindzelski, Andrei (NIH/NHLBI) [E] be 

Cc: Hoots, W. Keith (NIH/NHLBI) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 
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< b6é 
Subject: RE: Start dates for ACTIV-4 trials 


Hi, Andrei, thanks for your reply. We just reviewed the EC slides with Francis, and he said he had heard from Gary 
Gibbons yesterday that the in-hospital trial was not due to start until the week of the 24"*. Has something changed? are 
you sure these are the right dates? Gary will of course be on the call, and we would not want to have the incorrect info 
onthe slides. Thanks, David 


From: Kindzelski, Andrei (NIH/NHLBI) [E] b6 
Sent: Wednesday, August 12, 2020 11:08 AM 

To: Wholley, David (FNIH) [T] b6 

Ce: Hoots, W. Keith (NIH/NHLBI) [E] < b6 
Subject: RE: Start dates for ACTIV-4 trials 


Hi David, 


Realistically, | would estimate the start date for in-hospital trial early in the week of August 17" and the pre-hospital 
outpatient trial in the week of 24". The convalescent trial is expected to start the first week of September. 


The first two protocols are pretty much ready to go and can be launched as soon, as the funding to the sites is finalized. 


Thank you, 
Andrei 


Andrei L. Kindzelski, M.D., Ph.D. 

Program Director 

Division of Blood Diseases and Resources 
National Heart, Lung, and Blood Institute 
National Institutes of Health 

6705 Rockledge Drive 

RKL | Building, Room 408-G1 

Bethesda, MD 20817 

Tel b6 FAX 301-480-1046 
E-mail: b6 


From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, August 12, 2020 10:46 AM 

To: Hoots, W. Keith (NIH/NHLBI) [E] b6 
Cc: Adam, Stacey (FNIH) [T] < b6 

Subject: Start dates for ACTIV-4 trials 


Hi, Keith: 

Below is what we currently have heard and are going to be putting on slides for our ACTIV Exec Comm meeting on 
Friday—however we are reviewing the slides at noon today with Francis Collins. Is this still right, and if not can you 
please correct with your best current estimates? Thanks 


+ Hospitalized trial launched on August 13 
* Projected to launch pre-hospitalized cohort on August 17 and post-hospitalized cohort on August 30 
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David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6é 

ore 

Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 


COLL0000020081 


From: 
Sent: 
To: 
Subject: 


Location: 


Start: 
End: 


Recurrence: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
8/13/2020 2:02:26 PM. 

Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Accepted: ACTIV EC & Working Group Co-Chair Meeting 
https://fnih.zoom.us/j, b6 


8/14/2020 4: 
8/14/2020 5: 


(none) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/14/2020 2:18:38 AM 

To: Bianchi, Diana (NIH/NICHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e701b633c0214cb887200d28a48e19d3-bianchidw] 

Subject: RE: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Feel free to stay in touch with Emily about this. If! get wind of any definite JnJ plans, |’Il let you know. 
FC 


From: Bianchi, Diana (NIH/NICHD) [£] < b6 

Sent: Thursday, August 13, 2020 7:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Hi Francis, 
We are in frequent contact with Emily Erbelding. In response to your message, we asked her about NIAID’s plans for 
testing the vaccine in pregnant women, and here is what she replied: 


“There are no plans to allow for enrollment of pregnant women in the efficacy trials planned to date, but JnJ (and maybe 
Sanofi, but they won’t start until later) is starting to think about doing a separate trial in parallel that targets pregnant 


and lactating women. the timing is less clear. It is possible that public pressure will make them move sooner.” 


My point in mentioning it to you is that we have several networks that would be ready to go quickly, and that in 
particular, have expertise in pregnancy complications. Perhaps we could partner with NIAID and J and J? Just a thought... 


Have a great vacation! 


Best 

Diana 

From: Collins, Francis (NIH/OD) [E] b6 y> 
Sent: Wednesday, August 12, 2020 3:40 PM 

To: Bianchi, Diana (NIH/NICHD) [E] b6 > 


Subject: FW: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 
Hi Diana, 


See follow-up e-mail thread about this issue. It would be good for you to reach out to Emily Erbelding of NIAID 
to discuss this — especially to address the question of how the JnJ vaccine will be tested in pregnant women, 
since they seem interested in doing so. 


Tx, Francis 

From: Santos, Michael (FNIH) [T] b6 

Sent: Wednesday, August 12, 2020 10:21 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 > 


Subject: RE: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 
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Hi Francis, 


In the WG conversation we discussed the current ethical perspective that pregnant women are not a vulnerable 
population and that the starting point should be inclusion, with a burden of proof required to exclude them. That was 
the perspective presented by Emily Erbelding, who is responsible for special populations within OWS, and Kathy Neuzil 
of CoVPN. 


As you know, under OWS the sponsors have the final say in their protocols. | was somewhat surprised to see that 
pregnant women are being excluded from the Moderna trial (for Pfizer it was less clear). However, the different vaccine 
platforms have varying degrees of experience in pregnant women: the lack of previous experience with mRNA vaccine 
candidates in pregnant women may have motivated the Moderna and Pfizer choices. The Janssen Ad26 platform has 
some experience, and their representative highlighted that in our meeting. We didn’t hear the perspective of developers 
like Novavax and Sanofi. Merck indicated that they thought they would not include pregnant women because they 
wouldn’t have completed development and reproductive toxicity (DART) studies in time before their phase 3. 


We did also discuss the concepts of a universal pregnancy registry and the general approach of studies specifically in 

pregnant women after a vaccine demonstrated safety and efficacy in other adults. Given the high prevalence of women 
of reproductive age within the population of front-line healthcare workers, as Kathy said, “If we don’t have a vaccine for 
pregnant women, we don’t have a vaccine for healthcare workers.” This is a concern, and one that ACIP is also aware of. 


We haven't discussed this topic recently, but it has been proposed as a topic we may come back to. In the meantime 
Emily would be a good person to follow up with if you would like more information, given her role in OWS on this 
topic. She is also representing ACTIV and OWS on the CEPI maternal immunization work group, so may have some 
additional perspective on what is being done around the world 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, August 12, 2020 10:00 AM 
To: Wholley, David (FNIH) [T] b6 ; Santos, Michael (FNIH) [T] b6 > 


Subject: FW: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 
Hi David and Mike 


Where did the ACTIV Vaccines WG come down on vaccine trials in pregnant women? This article suggests that 
JnJ is considering including them. Diana Bianchi says that NICHD’s maternal-fetal medicine clinical trial 
networks could help if we decided to go that way. 


Francis 

From: Bianchi, Diana (NIH/NICHD) [E] - b6 
Sent: Wednesday, August 12, 2020 9:55 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Reuters: Large U.S. COVID-19 vaccine trials will exclude pregnant women for now 


Follow-up to our conversation. Thanks for your time! 
Diana 
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Large U.S. COVID-19 vaccine trials 
will exclude pregnant women for now 


. 


CHICAGO (Reuters) - The first two COVID-19 vaccines to enter large-scale U.S. 
trials will not be tested in pregnant women this year, raising questions about how 
this vulnerable population will be protected from the coronavirus, researchers told 
Reuters, 


BioNTech (22UAy.F), this week separately launched clinical trials that use a new 
and unproven gene-based technology. Both companies are requiring proof of a 
negative pregnancy test and a commitment to using birth control from women of 
childbearing age who enroll. 


Drugmakers say they first need to make sure the vaccines are safe and effective 
more generally. In addition, U.S. regulators require that drugmakers conduct safety 
studies in pregnant animals before the vaccines are tested in pregnant women to 
ensure they don’t harm the fetus or lead to miscarriage. 


Bioethicists, vaccine and maternal health experts have argued for years that 
pregnant women should be included early in trials of pandemic vaccines so they 
would not need to wait until long after a successful candidate emerges. That debate 
fell on deaf ears in recent outbreaks of Ebola and Zika, but has taken on new 
urgency in the era of COVID-19, as studies show pregnant women are at increased 
risk of severe disease from the new coronavirus. 


“It’s a problem because if (vaccines) are not tested in pregnancy, then they may not 
be available or people may not be comfortable offering them,” said Dr. Denise 
Jamieson, chief of gynecology and obstetrics for Emory Healthcare in Atlanta. 


According to the 2012 Census, 75.4 million U.S. women were of childbearing age, 
defined as 15 to 50 years old. Currently, pregnant women are recommended to take 
flu and whooping cough vaccines and certain others depending on individual 
circumstances, but none of these have been specifically tested and proven safe for 
pregnant women. 
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‘We have an enormous number of women of childbearing age and potentially 
getting pregnant, and what’s the safest vaccine for them?” said Dr. Larry Corey, a 
vaccine expert at Fred Hutchinson Cancer Center in Seattle who is helping oversee 
vaccine trials conducted by Moderna and other drugmakers in collaboration with 
the U.S. government. 


Doctors may want to see even more data for completely new vaccine technologies, 
such as those used by Moderna and Pfizer, compared with one that has already been 
used in pregnant women. 


Such differences highlight why “we need multiple vaccines” to best address the 
needs of specific populations, Corey said. 


A PRECEDENT IN PREGNANCY Johnson & Johnson (JN 
a small-scale safety trial for its COVID-19 vaccine this week, is using the same 
underlying technology that it used with its Ebola vaccine, which has been used in 
1,000 pregnant women in Democratic Republic of Congo. Larger studies with that 
vaccine are now under Way. 


J&J’s chief scientific officer, Dr. Paul Stoffels, told Reuters the company has done 
many years of “extensive” preclinical study with the Ebola vaccine, including on 
pregnant animals, and “has not see any challenges.” 


Stoffels said J&J would decide in the next few weeks whether it will include 
pregnant women in its large Phase 3 late-stage trial for a COVID-19 vaccine due to 
start in September. Pfizer expects to start toxicology studies in pregnant animals 
shortly, with data ready for review by the U.S. Food and Drug Administration in the 
first quarter of 2021. Studies in pregnant women could start some time afterward. 


“We continue to explore potential ways to shorten the time to studies in pregnant 
women,” Dr. Bill Gruber, Pfizer’s senior vice president of vaccine clinical research 
and development, told Reuters. 


Of course, unplanned pregnancies can happen even when women are using reliable 
contraception. Based on past experiences in such trials, Gruber said he expects 
about 1% of women in Pfizer’s Phase 3 trial, or about 150 women, will become 
pregnant. And those women and their babies will be followed closely. 
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Moderna said in an emailed statement that the company launched its safety study in 
pregnant animals at the end of June and expects results by the end of this year. 


“Once we have generated additional safety data for our vaccine, and importantly 
demonstrated that it is efficacious, we intend to conduct additional studies in this 
important population,” a Moderna spokesperson said. 


Sanofi (SASY.PA), whose coronavirus vaccine is based on its flu vaccine platform, 
is doing reproductive toxicology in animals, but those results won't be ready before 
the start of the company’s large Phase 3 trials, expected to start by year-end. 


Sanofi may establish a pregnancy registry after the vaccine is approved to track 
outcomes in pregnant women, as has been done in the past. 


Dr. Flor Munoz, an expert in maternal use of vaccines at Baylor College of 
Medicine, said companies have been reluctant to test anything in pregnant women 
since the 1950s and 60s, after the drug thalidomide, which was used to treat nausea 
in pregnancy, caused widespread birth defects. She agrees that preliminary testing is 
needed. 


The vaccines “need to be reasonably safe and reasonably effective,” she said. “We 
don’t necessarily have to finish the Phase 3 trials.” 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/1/2021 7:05:28 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 


cc; Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj] 
Subject: RE: Your Article on Therapeutics 


For the second sentence, | would prefer: 


Even if the federal government had extended beyond the current five ACTIV 
trials, and set up an additional centralized trial network to test oral agents on 
outpatients, as it is trying to do now, scientists would have still faced some 
unavoidable hurdles. 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 1:57 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 

Subject: RE: Your Article on Therapeutics 


Attached. Also, Carl updated his story to add language about ACTIV: 


Getting hundreds or thousands of people into such trials was a tremendous 
logistical challenge. In early 2020, the N.I.H. narrowed its focus to just a few 
promising drugs. That support included a project known as ACTIV, which 
enabled trials on antivirals and other treatments for Covid-19 to run at many sites 
at once, 


But the articles still says: 


Even if the federal government had set up a centralized trial network, as it is 
trying to do now, scientists would have still faced some unavoidable hurdles. 


I'd like to suggest he correct it to read as below, but please confirm this is accurate. In the context of the story, it seems to 
apply to all treatments, not just antivirals. 


Even ifthe though the federal government had set up a centralized trial network, 
asitistring te-denew; scientists weuld have still faced some unavoidable 
hurdles. 
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Renate 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, February 1, 2021 1:52 PM 

To; Collins, Francis (NIH/OD) [E] < v6 Myles, Renate (NIH/OD) [E] < 
Lawrence (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < v6 


Subject: RE: Your Article on Therapeutics 


Renate, can you please send me the slides in question? Thanks 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 1:28 PM 

To: Myles, Renate (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < 
Ce: Burklow, John (NIH/OD) [E] < 6 Wholley, David (FNIH) [T] < 


Subject: RE: Your Article on Therapeutics 


No, but David Wholley probably does. Looping him in. 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 11:18 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < 
Ce: Burklow, John (NIH/OD) [E] < b6 


Subject: RE: Your Article on Therapeutics 
Hi Francis: 


Do you have these in PPP version? | can’t pull them from the PDF. 


Renate 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 11:09 AM 

To: Myles, Renate (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < 
Ce: Burklow, John (NIH/OD) [E] < b6 


Subject: RE: Your Article on Therapeutics 


Hi Renate, 


b6 Tabak, 


b6 


b6 


Your response is right on target. He says he was only focusing on antivirals — well, that’s not what the 


headline and the opening paragraph say! 


And even for antivirals, he’s out of date. Interferon-beta and camostat mesylate (mentioned in his article!) are 
currently being tested in ACTIV-2. You could send him slides 12 and 15 from the attachment if he wants 


evidence of how much is going on here. 


Would it be good for me to talk to him this morning so that he can do the correction in the best way? | just 


want him to get the facts right. 


FG 
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From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 10:24 AM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Burklow, John (NIH/OD) [E] < b6 

Subject: FW: Your Article on Therapeutics 


See Carl's response and my response back to him. At this point, I’m asking him to correct the portions of his article that 
suggest we haven’t done anything around treatments and ask if he would include mention of ACTIV and it’s role. 


From: Myles, Renate (NIH/OD) [E] 

Sent: Monday, February 1, 2021 10:22 AM 
To: ‘Carl Zimmer’ < b6 

Subject: RE: Your Article on Therapeutics 


Hi Carl: 


You asked us about antivirals, but you making sweeping statements about the government's efforts on treatments 
overall. The hundreds of people who have literally been breaking their backs since April to vet 400 compounds, narrow 
them to six categories that they thought would be most likely to succeed, develop the master protocols and resources to 
support the effort, engage the trial networks to pick up the extra work, all feel like your story erased their existence. It’s 
as if it never happened. You never asked to speak to Dr. Collins about treatments overall and Janet Woodcock also noted 
that you didn’t speak with her. 


Ata minimum, we think it’s extremely important that you clarify the statements in your article that suggest that there is 
no central effort for coordinating COVID-19 treatment trials and that the government is just getting started now. It 
would be worth mentioning the formation of ACTIV and its role, including the fact that we’re tapping a large list of NIH 
supported clinical trial networks (noted in our first release). If you want to say that ACTIV hasn’t done enough for 
antivirals, then that’s fair (although antivirals were considered by ACTIV and the timeline was not achievable within the 
goals of ACTIV). Would that be possible? 


Thanks, 
Renate 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 9:29 AM 

To: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Your Article on Therapeutics 


Dear Renate: 
For my story, | sought to understand where we stand with antivirals for Covid-19 a year into the pandemic. While 
millions of people are now receiving highly protective vaccines created in record-breaking time, we still have limited 


options for antivirals for those who get sick. 


--We have one approved drug, remdesivir, which the WHO does not recommend, and which experts I've consulted 
consider disappointingly modest in its effect. It can also cost over three thousand dollars a dose. 


--We have emergency-authorized monoclonal antibodies which show promise, but mainly when given as early as 
possible--something that is very difficult to manage because people can't just pick up a prescription of pills at the 
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drugstore, instead having to go to a hospital for an infusion that can take over an hour. For weeks, a huge portion of the 
available supply of monoclonal antibodies has sat unused, as my colleague Katie Rogers has reported. 


“For people early on, what we do need are medications that are orally administered that you can give to someone who 
has symptoms, to keep them from requiring hospitalization. That’s the thing that we desperately need,” Dr. Fauci said at 
the New York Times DealBook Online Symposium in November. 


Almost three months and well over 100,000 covid deaths later, we don't have those medications. 


At the NIH's meeting on covid antivirals in October, Dr. Collins said the following: “We have exactly one antiviral 
compound that has reached the point of approval—remdesivir—and we really, really need a bunch more." 


We still don't have a bunch more. 


For my story, | tried to understand the reasons why the search for antivirals has lagged behind the search for vaccines. | 
spoke at length with scientists who are looking for antivirals, either by making them scratch or repurposing them. As | 
explained in my story, there's an incompressible bottleneck for testing new drugs for safety and effectiveness in vitro, 
which was followed by a slow ramp-up of animal studies. Therefore it did not surprise me when Dr. Collins said in his 
statement to me that the new initiative for antiviral drugs will not deliver results in 2021 and probably will have the best 
odds of providing help for future pandemics, not this one. 


Repurposed drugs like remdesivir or ivermectin might theoretically save lives. But | spoke to a number of researchers 
who were frustrated that they were unable to quickly test potential drugs. Experts pointed repeatedly to a need for 
better organization of trials to reduce this waste and inefficiency. And at two separate conferences in recent months, 
Janet Woodcock has said that the FDA has reviewed trials for covid-19 drugs and found that only five percent were 
properly designed and powered to deliver results. 


As | explained in my article, the remaining 95 percent of trials represented a lost opportunity. "They were small, many of 
them were not randomized, and many of them did not have adequate power. And many of them failed to enroll enough 
patients," Dr. Woodcock told me. "Instead of working together in a large trial system, what we saw is dozens of trials, 
starting up and studying the same agent." 


"| think we have to do some serious soul-searching after this is over,” she said at an October conference. 

Dr. Woodcock said in her presentations that NIH's ACTIV trials were in the five percent of well-designed trials. And in my 
article, | explained that NIH had indeed run the kind of large-scale trials necessary to properly evaluate potential 
antivirals. But when it comes to antivirals, its ACTIV trials have only evaluated remdesivir and monoclonal antibodies, the 
two treatments | noted at the beginning of this email. It is indeed true that | didn't mention trials on anticoagulants in 
my article. That's not because | was unaware of them. As part of my coverage, | manage the New York Times covid 
treatment tracker. | didn't mention anticoagulants in my article because | was writing a story about antivirals, not 


anticoagulants. 


Given all of this reporting, | think that my article accurately reflects what happened over the past year in the world of 
antiviral research, and what we have to look forward to this year. 


am always happy to discuss what's happening at NIH with Dr. Collins, whenever his schedule permits. 


Best wishes, 


Carl Zimmer 


carlzimmer.com 
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On Sun, Jan 31, 2021 at 9:03 PM Myles, Renate (NIH/OD) [E] v6 > wrote: 
Hi Carl: 


We were stunned to see your article on therapeutics that in our view is extremely misleading. You write, “but only now 
is the NIH putting together a major initiative to develop treatments” and later say, “Even if the federal government had 
set up a centralized trial network, as it is trying to do now .. .” Your article makes no mention of NIH’s Accelerating 
COVID-19 Therapeutic Interventions and Vaccine public-private partnership which we launched April 2020 to develop a 
coordinated research strategy that involved creating master protocols and tapping into large NIH clinical trial networks. 
Trials have been launched in record time because of the efforts of ACTIV. You mention monoclonal antibodies, but 
make no mention of immune modulators or antithrombotics. 


We've held multiple press briefings about ACTIV (while you weren’t on those calls, your colleagues were). There is 
mention of ACTIV in a June 2020 NYT article, so you must have been aware of it. It states: 


Inn interview, Dr. Francis S. Collins, the director of the National Institutes of Health, said a public-private partnership 
known as ACTIV — Accelerating Covid-19 Therapeutic Interventions and Vaccines — had evaluated more than 400 
possible therapeutic interventions for the coronavirus and distilled them to six promising candidates for clinical trials 
that could be funded through President Trump’s “Operation Warp Speed” initiative. 


“Among the highest priorities,” Dr. Collins said, are immune modulators and anticoagulants, used to 
prevent troublesome blood clots that are sometimes associated with Covid-19. The goal, he said, is to find treatments 
“as soon as possible for the people who are really sick.” 


In fact, promising results from one antithrombotic study was announced just 9 days ago. 


We feel very strongly that you need to set the record straight and explain to your readers what NIH has done through 
ACTIV and we're happy to set up a call with Dr. Collins to provide more detailed information. 


Thanks, 
Renate 


Renate Myles, MBA 


D 


Director tor Public Attairs 


Olfice of Commurications a 


titutes of Hea 


Nat 


b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 8/20/2020 2:00:31 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc] 

Subject: RE: Follow up ACTIV Trial Oversight Committee meeting today 


| am happy to endorse the importance of that sharing of sample aliquots, and will do so tomorrow. 


Francis 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, August 19, 2020 5:19 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 

Cc: Adam, Stacey (FNIH) [T] < bé6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Woodcock, Janet (FDA/CDER) 
Janet. b6 

Subject: Follow up ACTIV Trial Oversight Committee meeting today 


Hi Francis, 

Was trying to avoid bothering you at all on your vacation but | know you are supposed to be joining Janet Woodcock 
(copied) to help kick off the monoclonal antibody summit tomorrow and there was a discussion (and request for your 
help) | wanted to make you aware of. While the main focus of the call was the recruitment issues surrounding ACTIV-2 
and -3, Cliff Lane did bring up the concern that we have as much data as possible to compare the various mAbs we are 
testing using standardized assay approaches. While the mechanisms to do this testing (including the Gates COVIC effort) 
seem to be well coordinated, the key remains getting aliquots of sample submitted from as many companies in the 
space as possible. Janet offered to renew the push on this by mentioning it on tomorrow’s call, and it would be good to 
have your voice emphasizing this as well. 


There was a lot of productive discussion about the recruitment issues as well, but we can fill you in on that on our next 
scheduled call if you'd prefer. 


Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih.org 

11400 Rockville Pike Suite 609 North Bet 
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Tit 2019, the PNIH earned the highest rating from Charity Navigator for the fifth consecutive pear and was recognized 
as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 8/21/2020 1:16:13 PM. 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


Subject: RE: Important 

Very sorry to hear this. b6 I am in considerable 
sympathy! 

FC 


Pehentes Original Message-~--- 

From: Freire, Maria (FNTH) [T] < 

Sent: Friday, August 21, 2020 8:57 AM 

To: Collins, francs (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< 


Subject: Important 


Francis, Larry - this is only for you, not to be shared please. ud 


I’m watching this carefully. 


Larry, we are reaching out to Deloitte for the survey. We'll get you the estimate ASAP. Thank you so 
much. 


Best, M. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/1/2021 11:00:42 PM. 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow)] 
Subject: RE: Your Article on Therapeutics 


Not perfect, but let’s call it a win, and push for the follow up interview. Thanks for taking the lead on 
correcting this misleading story, Renate! 


Francis 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, February 1, 2021 5:57 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 

Subject: RE: Your Article on Therapeutics 


Okay, it looks like he changed it to: 


Even if the federal government had set up a centralized trial network to evaluate 
these repurposed antivirals on a large scale, as it is trying to do now, scientists 
would have still faced some unavoidable hurdles. It takes time to do careful 
experiments to discover promising drugs and then to confirm that they're really 
worth investigating further. 


In addition to: 


Getting hundreds or thousands of people into such trials was a tremendous 
logistical challenge. In early 2020, the N.I.H. narrowed its focus to just a few 
promising drugs. That support included a project known as AC 
enabled trials on antivirals and other treatments for Covid-19 to run at many sites 
at once. 


| think we can consider this a win. | also offered up an interview with both Francis and Janet together, which he is 
interested in taking us up on. 


Thanks, 
Renate 
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From: Myles, Renate (NIH/OD) [E] 
Sent: Monday, February 1, 2021 3:10 PM 


To: Collins, Francis (NIH/OD) [E] <coll b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 
Ce: Burklow, John (NIH/OD) [E] ( b6 < b6 


Subject: FW: Your Article on Therapeutics 


Fingers crossed. Will keep you posted. 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 2:35 PM 

To; Myles, Renate (NIH/OD) [E] < v6 
Subject: Re: Your Article on Therapeutics 

Good point. Let me talk to my editor about that. 


fe 


Carl Zimmer 


carlzimmer.com 


On Mon, Feb 1, 2021 at 2:10 PM Myles, Renate (NIH/OD) [E] < b6 wrote: 


Hi Carl: 


Thanks for adding the information about ACTIV. We really appreciate. This line, however, is still inaccurate; it makes it 
sound as if we have no trial networks. 


Even if the federal government had set up a centralized trial network, as it is 
trying to do now, scientists would have still faced some unavoidable hurdles. 


ACTIV is a whole series of centralized trial networks. Would you consider changing it to: 


Even if the federal government had extended beyond the current five ACTIV 
trials, and set up an additional centralized trial network to test oral agents on 
outpatients, as it is trying to do now, scientists would have still faced some 
unavoidable hurdles. 
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Thanks, 


Renate 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 1:08 PM 

To: Myles, Renate (NIH/OD) [E] < b6é 
Subject: Re: Your Article on Therapeutics 


My editor and | worked on a couple sentences with a link to ACTIV. 


Ihave to deal with a lot of stuff this week (starting with surviving this blizzard in Connecticut!), but maybe | can circle 
back about a call later on. 


Best, 


Carl 


Carl Zimmer 


carlzimmer.com 


On Mon, Feb 1, 2021 at 12:10 PM Myles, Renate (NIH/OD) [E] < b6 wrote: 


Would it be possible for you to update the current story to reference the work of ACTIV? Maybe 2 or 3 clear 
sentences? That would go a long way to calm the ACTIV participants, which are a lot of people. They are very upset by 
the suggestion that nothing has happened. 


Regarding camostat, | got ahead of myself. That hasn’t been announced yet but should be coming shortly. 
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Also, I'm happy to set up a call with Francis and Janet together. 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 11:43 AM 
To: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Your Article on Therapeutics 


Thanks for the information. | looked at the ACTIV-2 link but didn't see camostat there. | looked in clinicaltrials.gov and 
couldn't find it there. Is it still in the works? 


| absolutely want to keep up with the work coming out of the ACTIV trials. It would be very useful to know when the 
trials are gearing up to present results. For treatment research, we've been focusing our reporting on the results of 
the big well-controlled trials such as ACTIV and RECOVERY, rather than getting too much into the small early trials. If 
you could let me know what's coming up next, | could talk with my editor and figure out our plans for coverage-- 
keeping it confidential of course till you are ready to make the results public. 


Carl 


Carl Zimmer 


carlzimmer.com 


On Mon, Feb 1, 2021 at 11:21 AM Myles, Renate (NIH/OD) [E] < b6 wrote: 


Thanks, Carl. Our biggest concern is the suggestion that NIH has done nothing around coordinating a national 
research response for COVID-19 treatments. Would it help to set up a call with Dr, Collins to talk through this? Also, | 
do want to point out that interferon-beta and camostat mesylate (mentioned in your article) are currently being 
tested in ACTIV-2. I’m sure you've seen the full list. 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 10:49 AM 
To: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Your Article on Therapeutics 
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l interviewed Dr. Woodcock on the record on January 25 with my colleague Noah Weiland. In addition, Dr. Woodcock 
has publicly discussed the same issues she discussed on the phone with us at two conferences I've watched. 


| will pass your email on to my editor, but, as | said before, | believe that my article accurately reflects the overall 
problems that antiviral development has faced. 


Best wishes, 


Carl 


Carl Zimmer 


carlzimmer.com 


On Mon, Feb 1, 2021 at 10:22 AM Myles, Renate (NIH/OD) [E] < v6 wrote: 


Hi Carl: 


You asked us about antivirals, but you making sweeping statements about the government's efforts on treatments 
overall, The hundreds of people who have literally been breaking their backs since April to vet 400 compounds, 
narrow them to six categories that they thought would be most likely to succeed, develop the master protocols and 
resources to support the effort, engage the trial networks to pick up the extra work, all feel like your story erased 
their existence. It’s as if it never happened. You never asked to speak to Dr. Collins about treatments overall and 
Janet Woodcock also noted that you didn’t speak with her. 


At aminimum, we think it’s extremely important that you clarify the statements in your article that suggest that 
there is no central effort for coordinating COVID-19 treatment trials and that the government is just getting started 
now. It would be worth mentioning the formation of ACTIV and its role, including the fact that we're tapping a large 
list of NIH supported clinical trial networks (noted in our first release). If you want to say that ACTIV hasn’t done 
enough for antivirals, then that’s fair (although antivirals were considered by ACTIV and the timeline was not 
achievable within the goals of ACTIV). Would that be possible? 


Thanks, 
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Renate 


From: Carl Zimmer < b6 

Sent: Monday, February 1, 2021 9:29 AM 

To: Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: Your Article on Therapeutics 


Dear Renate: 


For my story, | sought to understand where we stand with antivirals for Covid-19 a year into the pandemic. While 
millions of people are now receiving highly protective vaccines created in record-breaking time, we still have limited 
options for antivirals for those who get sick. 


--We have one approved drug, remdesivir, which the WHO does not recommend, and which experts I've consulted 
consider disappointingly modest in its effect. It can also cost over three thousand dollars a dose. 


--We have emergency-authorized monoclonal antibodies which show promise, but mainly when given as early as 
possible--something that is very difficult to manage because people can't just pick up a prescription of pills at the 
drugstore, instead having to go to a hospital for an infusion that can take over an hour. For weeks, a huge portion of 
the available supply of monoclonal antibodies has sat unused, as my colleague Katie Rogers has reported. 


“For people early on, what we do need are medications that are orally administered that you can give to someone 
who has symptoms, to keep them from requiring hospitalization. That’s the thing that we desperately need,” Dr. 
Fauci said at the New York Times DealBook Online Symposium in November. 


Almost three months and well over 100,000 covid deaths later, we don't have those medications. 


At the NIH's meeting on covid antivirals in October, Dr. Collins said the following: “We have exactly one antiviral 


compound that has reached the point of approval—remdesivir—and we really, really need a bunch more." 
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We still don't have a bunch more. 


For my story, I tried to understand the reasons why the search for antivirals has lagged behind the search for 
vaccines. | spoke at length with scientists who are looking for antivirals, either by making them scratch or 
repurposing them. As | explained in my story, there's an incompressible bottleneck for testing new drugs for safety 
and effectiveness in vitro, which was followed by a slow ramp-up of animal studies. Therefore it did not surprise me 
when Dr. Collins said in his statement to me that the new initiative for antiviral drugs will not deliver results in 2021 
and probably will have the best odds of providing help for future pandemics, not this one. 


Repurposed drugs like remdesivir or ivermectin might theoretically save lives. But | spoke to a number of 
researchers who were frustrated that they were unable to quickly test potential drugs. Experts pointed repeatedly 
to aneed for better organization of trials to reduce this waste and inefficiency. And at two separate conferences in 
recent months, Janet Woodcock has said that the FDA has reviewed trials for covid-19 drugs and found that only 
five percent were properly designed and powered to deliver results. 


As | explained in my article, the remaining 95 percent of trials represented a lost opportunity. "They were small, 
many of them were not randomized, and many of them did not have adequate power. And many of them failed to 
enroll enough patients," Dr. Woodcock told me. "Instead of working together in a large trial system, what we saw is 
dozens of trials, starting up and studying the same agent." 


"| think we have to do some serious soul-searching after this is over,” she said at an October conference. 


Dr. Woodcock said in her presentations that NIH's ACTIV trials were in the five percent of well-designed trials. And in 
my article, | explained that NIH had indeed run the kind of large-scale trials necessary to properly evaluate potential 
antivirals. But when it comes to antivirals, its ACTIV trials have only evaluated remdesivir and monoclonal 
antibodies, the two treatments | noted at the beginning of this email. It is indeed true that | didn't mention trials on 
anticoagulants in my article. That's not because | was unaware of them. As part of my coverage, | manage the New 
York Times covid treatment tracker. | didn't mention anticoagulants in my article because | was writing a story about 
antivirals, not anticoagulants. 


Given all of this reporting, | think that my article accurately reflects what happened over the past year in the world 
of antiviral research, and what we have to look forward to this year. 


lam always happy to discuss what's happening at NIH with Dr. Collins, whenever his schedule permits. 


Best wishes, 
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Carl Zimmer 


carlzimmer.com 


On Sun, Jan 31, 2021 at 9:03 PM Myles, Renate (NIH/OD) [E] < b6 wrote: 
Hi Carl: 


We were stunned to see your article on therapeutics that in our view is extremely misleading. You write, “but only 
now is the NIH putting together a major initiative to develop treatments” and later say, “Even if the federal 
government had set up a centralized trial network, as it is trying todo now...” Your article makes no mention of 
NIH’s Accelerating COVID-19 Therapeutic Interventions and Vaccine public-private partnership which we launched 
April 2020 to develop a coordinated research strategy that involved creating master protocols and tapping into 
large NIH clinical trial networks. Trials have been launched in record time because of the efforts of ACTIV. You 
mention monoclonal antibodies, but make no mention of immune modulators or antithrombotics. 


We’ve held multiple press briefings about ACTIV (while you weren’t on those calls, your colleagues were). There is 
mention of ACTIV in a June 2020 NYT article, so you must have been aware of it. It states: 


In an interview, Dr. Francis S. Collins, the director of the National Institutes of Health, said a public-private 
partnership known as ACTIV — Accelerating Covid-19 Therapeutic Interventions and Vaccines — had evaluated 
more than 400 possible therapeutic interventions for the coronavirus and distilled them to six promising candidates 
for clinical trials that could be funded through President Trump’s “Operation Warp Speed” initiative. 


“Among the highest priorities,” Dr. Collins said, are immune modulators and anticoagulants, used to 
prevent troublesome blood clots that are sometimes associated with Covid-19. The goal, he said, is to find 
treatments “as soon as possible for the people who are really sick.” 


In fact, promising results from one antithrombotic study was announced just 9 days ago. 


We feel very strongly that you need to set the record straight and explain to your readers what NIH has done 
through ACTIV and we’re happy to set up a call with Dr. Collins to provide more detailed information. 


Thanks, 
Renate 


Renate Myles, MBA 


Affairs 


ison 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/2/2021 3:59:31 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: UK Government Prioritising candidiate COVID-19 antivirals 


See below from Hever. Not sure how this corresponds to the outreach we were doing with Farrar and others 
in the UK about the same topic. And I’m not sure what happened to the plans for that outreach. Can you 
help? 

Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Tuesday, February 2, 2021 8:55 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: UK Government Prioritising candidiate COVID-19 antivirals 


Francis 


I have been approached by the UK Government Department of Health to advise on the current status of 
COVID-19 antiviral drug discovery and development 


My contact is Charlotte Taylor who is leading the activities in this area (NOTE Specifically antivirals (not 
vaccines,ctc) 


(I think she may be participating in a call with you, Jeremy Farrar and others today ?) 


I sent her the BioCentury and McKinsey summaries of repurposed and new candidates 


As per our agreement,I did NOT send her the slides from your Hever presentation relating to the most recent 
ACTIV programmes and your projections for new candidates entering studies in 2021 


You will be aware of the RECOVERY programme in the UK.It seems to me that there may be merit in having a 
discussion with her about the proposed UK programme and the possibility of a joint approach to prioritising 
(with others?) the next candidates for clinical evaluation as they emerge from Development 
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I would be happy to introduce you or one of your team to Charlotte should you so wish 


For info... 


"The Therapeutics Taskforce of the UK Government Department of Health is responsible for the end-to-end provision of 
treatments for COVID-19 in the UK, from the initial identification of potential therapeutics to their development and 
eventual deployment at scale to the patient population. These safe and effective treatments are vital for lessening the 
severity and impact of Covid-19 in individuals and communities. The Therapeutics Taskforce is led by the Deputy Chief 
Medical Officer Professor Jonathan Van-Tam. 

The Taskforce can be contacted ai 


Best regards 


Trevor 


Prof Trevor M Jones CBE FMedSci 


COLL0000020143 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES50D2FFOB6C2-COLLINSF] 


Sent: 9/2/2020 5:27:51 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Ls id Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: quick question 

Thanks! 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, September 2, 2020 12:07 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6é 


Subject: RE: quick question 
Hi Francis, 


Here is the high level summary of the comparison of the two compounds. (Please for your eyes only.) As you will note, 
than while () (5) 
(&) (5) 


Thanks, 
Stacey 


Interferon 
Two interferon beta-1a (iFNb-1a) agents were submitted for this round of adjudication. Because they differ in 
formulation (subcutaneous versus inhaled), the Subteam reviewed both agents. 

(b) (5) 
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®6) 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: be 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, September 2, 2020 11:58 AM 
To: Adam, Stacey (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] b6 
Subject: quick question 


On what basis was IFNb-1a chosen? 


FC 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/3/2020 2:41:16 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: Federal project that might be useful for ACTIV- Therapeutics Clinical Working Group 


| was unaware that PCORTF was going to propose this project. The ask does indeed seem rather fuzzy. But 
they have money from the reauthorization of the Patient Centered Outcomes Research Institute (PCORI), so 
it’s worth talking to them. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, September 2, 2020 9:58 PM 

To: Adam, Stacey (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: RE: Federal project that might be useful for ACTIV- Therapeutics Clinical Working Group 


| have never heard of this. Francis, can we get your perspective on this please? Thanks, David 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Wednesday, September 2, 2020 8:06 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: Federal project that might be useful for ACTIV- Therapeutics Clinical Working Group 
HI David, 
Do you know if Francis suggested our work group inclusion? Does he know about this? 


Thanks, 
Stacey 


Stacey J. Adam. PhD 
irector, Cancer 

Partnerships 

Direct: b6 Mo 


From: Read, Sarah (NIH/NIAID) [E] b6 

Sent: Wednesday, September 2, 2020 4:39 PM 

To: Adam, Stacey (FNIH) [T] b 

Subject: FW: Federal project that might be useful for ACTIV- Therapeutics Clinical Working Group 


Just checking to see if you are aware of this project. I’m still trying to comprehend what the ask is but in the meantime, 
Sam has volunteered to be involved. 
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Sarah 


From: Weber, Wendy (NIH/NCCIH) [E] < b6 
Sent: Wednesday, September 2, 2020 2:50 PM 
To: Rosenberg, Yves (NIH/NHLBI) [E] b6 >; Brown, Jeremy (NIH/NINDS) [E] 
b6 ; Bozzette, Sam (NIH/NCATS) [E] <: v6 >; Read, Sarah (NIH/NIAID) [E] 


Subject: Federal project that might be useful for ACTIV- Therapeutics Clinical Working Group 


Dear Drs. Read, Rosenberg, Brown, and Bozzette, 

| serve on the Patient-Centered Outcomes Research Trust Fund (PCORTF) Leadership Council on behalf of Dr. Collins. 
This group provides input to the Office of the Assistant Secretary for Planning and Evaluation (ASPE) within DHHS on 
how to use the funds. With the re-authorization of funding this year, the group has prioritized research related to Covid- 
19. Representatives from across DHHS are coming together on Covid-19 projects that would meet the PCORTF statutory 
framework to “develop and maintain a comprehensive, interoperable data network to collect, link, and analyze data on 
outcomes and effectiveness from multiple sources including electronic health records.” 


ASPE, AHRQ, CDC and FDA are proposing a project that would utilize CMS fee-for-service data to assess the outcomes of 
therapeutics used to treat Covid-19 Medicare patients using a propensity-score matched cohort design. | thought it 
would be good for them to bring in someone from the NIH ACTIV Therapeutics Clinical Working Group to their team. 
This could be a great opportunity to have the project examine CMS data that could be informative to your ACTIV 
Working Group. In addition, they may identify therapeutics that have look promising in the observational data that may 
be of interest to your Working Group for future prioritization. 


The PCORTF proposals are moving on a very fast timeline to the Department with a 2-page concept paper due 
September 10, 2020. | have attached a draft of this document for your information. Would one or more of you be 
interested/willing to talk with the lead of the project Dr. Kenneth Finegold at ASPE to provide input and consider 
working with the group to provide input and serve as a liaison to ACTIV Therapeutics? Is there anyone else within NIH 
on the ACTIV therapeutics team that you think might be interested in working with this Trans-Agency group? 


| greatly appreciate your consideration and feedback. Please let me know if you have any questions. 


Best regards, 
Wendy 


Wendy Weber, ND, PhD, MPH 
Chief, Clinical Research in Complementary and Integrative Health Branch 
Division of Extramural Research 
National Center for Complementary and Integrative Health 
National Institutes of Health 
6707 Democracy Boulevard, Suite 401 
Bethesda, MD 20892-5475 (for express delivery use 20817) 

b6 for Clinical Branch Chief related calis 
fax: 301.480.1587 

b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/3/2020 7:49:35 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: ACTIV-2 


Hi David and Stacey, 
Any tips for what | might say to the ACTIV-2 investigators at 5 PM? (It’s possible you sent me TPs and | have missed 
them, it’s been quite a day.) Unfortunately | will have a very hard stop at 5:15 PM for Zoom call with multiple members 


of Congress. 


FC 
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From: 


Sent: 
To: 
cc: 


Subject: 


Hey Chris, 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

9/3/2020 8:09:28 PM 

Chris Kare b6 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wood, Gretchen (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f76c1f-woodgs] 

RE: COVID therapy 


Sure, but I'd really like to have Stacey Adam of the ACTIV team join us, as she will have up to the minute 
details on the plans. I’m looping in Gretchen to see if she can find a good time and provide a call in number. 


Francis 

From: Chris Karp < b6 

Sent: Thursday, September 3, 2020 12:49 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: COVID therapy 


Francis, 


Do you have time for a brief call on IFN-b? 


Chris 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/4/2020 9:00:19 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc] 

Subject: FW: ACTIV -3 thoughts from Duke 


HI David and Janet, 


Please see a very thoughtful message below from an ACTIV-3 investigator, following our call a couple of days 
ago. These look like two rather complicated but important issues. What could we do to address them? 


Francis 


From: Peter Smith, M.D. (Thoracic Surgery) < b6 
Sent: Thursday, September 3, 2020 7:47 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: ACTIV -3 thoughts from Duke 


Dr. Collins, 


Thanks so much for your support on the ACTIV-3 Investigator call. | spoke first for the CTSN/Duke site, | have two new 
thoughts from the perspective of a site that has enrolled, at this point, 27 subjects in 27 days: 

1, We have determined that we will need to provide nominal compensation (IRB approved, within the non- 
coercive guidelines) for the return visits and blood draws. | believe that there could be timely action from the 
Executive Branch to declare these and all such clinical trial patient payments to be tax-exempt. This would 
greatly reduce the administrative burden of reporting these payments, collecting SSNs, and potentially 
withholding. This would remove a potential impediment for subjects to remain in the trial due to SSN privacy 
concerns. BUT MOST IMPORTANTLY it would be an acknowledgement of the public service that those who 
engage as subjects are performing, doing their part as a team to defeat COVID-19. An action such as this might 
also be viewed as timely and on target as a governmental response to recognize the selfless national effort that 
will be required to complete the vaccine and other therapeutic trials that are ongoing. 

2. Duke is an ACTIV-3 and ACTT-3 site, and the two trials have differing approaches to co-enrollment should the 
subjects deteriorate clinically after investigational treatment. ACTIV-3 allows enrollment in other trials (Stem 
Cell, Ruxolitinib) when it is apparent that no benefit has occurred and important secondary failure endpoints 
have been met. ACCT-3 does not allow co-enrollment, and instead continues subject observation to the next 
ordinal outcome, which in this example is death. | understand that ACTIV-1 will adopt the same posture. The 
ACTIV-3 protocol development committee felt that, despite purist arguments against co-enrollment in another 
therapeutic trial, it was proper and patient-centric to allow access to potential, advanced therapies in the 
subject’s and in the national interest. From your position, it would seem possible to convene an expert oversight 
group to harmonize the NIH’s approach to this important scientific and ethical question. As an investigator for 
the MSC trial at Duke, we faced the issue this very day and the ACTT-3 subject will continue to receive SOC only. 

As | said, | could write a book about our ACTIV-3 “road-test” and will do so through proper channels. And thank you for 
listening. 


Sincerely, Peter 


Peter K. Smith, MD 


COLLO0000020160 


Mary and Deryl Hart Professor of Surgery 
Chief, Thoracic Surgery 

Duke University 

Work: b6 

Mobile: v6 

Fax: 919-681-7905 


The information in this electronic mail is sensitive, protected information intended only for the addressee(s). Any other person, including anyone 
who believes he/she might have received it due to an addressing error, is requested to notify the sender immediately by return electronic mail, and 
to delete it without further reading or retention. The information is not to be forwarded to or shared unless in compliance with Duke Health 
policies on confidentiality and/or with the approval of the sender, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/3/2020 7:56:23 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: FW: COVID therapy 


See below. I'll need to know more about IFN-b to talk with Chris about it. | know that ACTIV was considering 
both the inhaled and the injectable formulation. Is there someone (like one of you) that could join me on the 
call who knows all about what's happening here? Are there other trials being contemplated outside ACTIV? 


FC 

From: Chris Karp < b6 

Sent: Thursday, September 3, 2020 12:49 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: COVID therapy 
Francis, 


Do you have time for a brief call on IFN-b? 
Chris 


COLL0000020163 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/4/2020 1:26:49 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc] 

Cr Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bugin, Kevin (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane) 

Subject: RE: ACTIV -3 thoughts from Duke 


And I’m asking my legal and policy eagles to look at #1 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, September 4, 2020 9:26 AM 

To: Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Adam, Stacey (FNIH) [T] < v6 Bugin, Kevin (FDA/CDER) <kevin. v6 Lane, Cliff 
(NIH/NIAID) [E] < b6 


Subject: RE: ACTIV -3 thoughts from Duke 


Hi Janet: 
We agreed on this morning's NIH call that FNIH will bring issue #2 to the cross-trial ACTIV meeting group. 


From: Woodcock, Janet < b6 
Sent: Friday, September 4, 2020 9:24 AM 
To: Collins, Francis (NIH/OD) [E] b6 v>; Wholley, David (FNIH) [T] b6 


Subject: RE: ACTIV -3 thoughts from Duke 


#1 is very hard, | know little about tax law, maybe Francis you could engage your NIH counsel to look into this and 
identify the proper authorities to consult. 


On #2, ACTT is an NIAID trial not a OWS trial. | would suggest this be taken up with the ACTT Pls and leads. 
jw 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, September 4, 2020 5:00 AM 

To: Wholley, David N (NIH) < b6 Woodcock, Janet < b6 

Subject: FW: ACTIV -3 thoughts from Duke 


HI David and Janet, 


Please see a very thoughtful message below from an ACTIV-3 investigator, following our call a couple of days 
ago. These look like two rather complicated but important issues. What could we do to address them? 


Francis 
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From: Peter Smith, M.D. (Thoracic Surgery) < b6 
Sent: Thursday, September 3, 2020 7:47 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: ACTIV -3 thoughts from Duke 


Dr. Collins, 


Thanks so much for your support on the ACTIV-3 Investigator call. | spoke first for the CTSN/Duke site. | have two new 
thoughts from the perspective of a site that has enrolled, at this point, 27 subjects in 27 days: 

1. We have determined that we will need to provide nominal compensation (IRB approved, within the non- 
coercive guidelines) for the return visits and blood draws. | believe that there could be timely action from the 
Executive Branch to declare these and all such clinical trial patient payments to be tax-exempt. This would 
greatly reduce the administrative burden of reporting these payments, collecting SSNs, and potentially 
withholding. This would remove a potential impediment for subjects to remain in the trial due to SSN privacy 
concerns. BUT MOST IMPORTANTLY it would be an acknowledgement of the public service that those who 
engage as subjects are performing, doing their part as a team to defeat COVID-19. An action such as this might 
also be viewed as timely and on target as a governmental response to recognize the selfless national effort that 
will be required to complete the vaccine and other therapeutic trials that are ongoing. 

2. Duke is an ACTIV-3 and ACTT-3 site, and the two trials have differing approaches to co-enrollment should the 
subjects deteriorate clinically after investigational treatment. ACTIV-3 allows enrollment in other trials (Stem 
Cell, Ruxolitinib) when it is apparent that no benefit has occurred and important secondary failure endpoints 
have been met. ACCT-3 does not allow co-enrollment, and instead continues subject observation to the next 
ordinal outcome, which in this example is death. | understand that ACTIV-1 will adopt the same posture. The 
ACTIV-3 protocol development committee felt that, despite purist arguments against co-enrollment in another 
therapeutic trial, it was proper and patient-centric to allow access to potential, advanced therapies in the 
subject’s and in the national interest. From your position, it would seem possible to convene an expert oversight 
group to harmonize the NIH’s approach to this important scientific and ethical question. As an investigator for 
the MSC trial at Duke, we faced the issue this very day and the ACTT-3 subject will continue to receive SOC only. 

As | said, | could write a book about our ACTIV-3 “road-test” and will do so through proper channels. And thank you for 
listening. 


Sincerely, Peter 


Peter K. Smith, MD 

Mary and Deryl Hart Professor of Surgery 
Chief, Thoracic Surgery 

Duke University 

Work: b6 

Mobile: b6 

Fax: 919-681-7905 


The information in this electronic mail is sensitive, protected information intended only for the addressee(s). Any other person, including anyone 
who believes he/she might have received it due to an addressing error, is requested to notify the sender immediately by return electronic mail, and 
to delete it without further reading or retention. The information Is not to be forwarded to or shared unless In compliance with Duke Health 
policies on confidentiality and/or with the approval of the sender. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/4/2020 3:31:55 PM 

To: Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Lankford, David 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4f29a9bef672409d967e3aa5fb36e96a-lankford] 


cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: FW: ACTIV -3 thoughts from Duke 


Hi Carrie and David, 


Please see the highlighted question below. Can you explore this and see whether there is any way this kind of 
compensation for clinical trial participation could be tax-free? Apparently the paperwork otherwise makes it 
untenable. | know that some trials have figured out how to do this with gift cards — but are there other ways 
to make this simple and easy? 


Francis 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 4, 2020 5:00 AM 

To: Wholley, David (FNIH) [T] < b6 Woodcock, Janet (FDA/CDER) < b6 
Subject: FW: ACTIV -3 thoughts from Duke 


HI David and Janet, 


Please see a very thoughtful message below from an ACTIV-3 investigator, following our call a couple of days 
ago. These look like two rather complicated but important issues. What could we do to address them? 


Francis 


From: Peter Smith, M.D. (Thoracic Surgery) b6 > 
Sent: Thursday, September 3, 2020 7:47 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: ACTIV -3 thoughts from Duke 


Dr. Collins, 


Thanks so much for your support on the ACTIV-3 Investigator call. | spoke first for the CTSN/Duke site. | have two new 
thoughts from the perspective of a site that has enrolled, at this point, 27 subjects in 27 days: 

1. We have determined that we will need to provide nominal compensation (IRB approved, within the non- 
coercive guidelines) for the return visits and blood draws. | believe that there could be timely action from the 
Executive Branch to declare these and all such clinical trial patient payments to be tax-exempt. This would 
greatly reduce the administrative burden of reporting these payments, collecting SSNs, and potentially 
withholding. This would remove a potential impediment for subjects to remain in the trial due to SSN privacy 
concerns. BUT MOST IMPORTANTLY it would be an acknowledgement of the public service that those who 
engage as subjects are performing, doing their part as a team to defeat COVID-19. An action such as this might 
also be viewed as timely and on target as a governmental response to recognize the selfless national effort that 
will be required to complete the vaccine and other therapeutic trials that are ongoing. 
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2. Duke is an ACTIV-3 and ACTT-3 site, and the two trials have differing approaches to co-enrollment should the 

subjects deteriorate clinically after investigational treatment. ACT|V-3 allows enrollment in other trials (Stem 
Cell, Ruxolitinib) when it is apparent that no benefit has occurred and important secondary failure endpoints 
have been met. ACCT-3 does not allow co-enrollment, and instead continues subject observation to the next 
ordinal outcome, which in this example is death. | understand that ACTIV-1 will adopt the same posture. The 
ACTIV-3 protocol! development committee felt that, despite purist arguments against co-enrollment in another 
therapeutic trial, it was proper and patient-centric to allow access to potential, advanced therapies in the 
subject’s and in the national interest. From your position, it would seem possible to convene an expert oversight 
group to harmonize the NIH’s approach to this important scientific and ethical question. As an investigator for 
the MSC trial at Duke, we faced the issue this very day and the ACTT-3 subject will continue to receive SOC only. 

As | said, | could write a book about our ACTIV-3 “road-test” and will do so through proper channels. And thank you for 

listening. 


Sincerely, Peter 


Peter K. Smith, MD 
Mary and Deryl Hart Professor of Surgery 
Chief, Thoracic Surgery 


Duke University 
Work: b6 
Mobile: b6 


Fax: 919-681-7905 


The information in this electronic mail is sensitive, protected information intended only for the addressee(s). Any other person, including anyone 
who believes he/she might have received it due to an addressing error, is requested to notify the sender immediately by return electronic mail, and 
to delete it without further reading or retention. The information is not to be forwarded to or shared unless in compliance with Duke Health 
policies on confidentiality and/or with the approval of the sender. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/4/2020 2:01:47 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: COVID therapy 

Attachments: interferon deficiency COVID.pdf 


How far along is the ACTT-3 trial? | assume the team has seen the attached article, which suggests impaired 
interferon alpha and beta responses are characteristic of severe COVID-19 infection. 


FC 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Thursday, September 3, 2020 3:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: COVID therapy 

Hi Francis, 

The injectable version under the name of Rebif is already in the ACTT-3 inpatient trial at NIAID. 

Both forms are being considered by ACTIV-2 we are arranging meetings with Synairgen and EMD in the next week. 
Depending on the timing, | would be happy to join you on the call. 


Thanks, 
Stacey 
St J. Adam, PhD 
Director, Cancer 
Rescarch Partnerships 

Direct: ¢ b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, September 3, 2020 3:56 PM 

To: Adam, Stacey (FNIH) [T] b6 Wholley, David (FNIH) [T] b 
Subject: FW: COVID therapy . 


See below. I'll need to know more about IFN-b to talk with Chris about it. | know that ACTIV was considering 
both the inhaled and the injectable formulation. Is there someone (like one of you) that could join me on the 


call who knows all about what's happening here? Are there other trials being contemplated outside ACTIV? 


FC 


From: Chris Karp b6 
Sent: Thursday, September 3, 2020 12:49 PM 
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To: Collins, Francis (NIH/OD) [E] b6 
Subject: COVID therapy 


Francis, 


Do you have time for a brief call on IFN-b? 
Chris 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/9/2020 11:30:42 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

Subject: RE: 9.9 ACTIV Executive Committee Meeting 20200908 _vS.pptx 


Fine except it would be good for the title to say “with special attention to antivirals” 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, September 9, 2020 7:17 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: 9.9 ACTIV Executive Committee Meeting 20200908 _vS.pptx 
Importance: High 


Hi Francis, could you please have a look at slide #7 and see if that fits the bill with regard to the HEVER discussions, 


before | send this out for this afternoon’s call? We’ve put it right after the action items and erased the slide that had 
been in the preclinical WG update section. Thanks, David 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/9/2020 12:55:35 AM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 
Subject: RE: URGENT -- possible notes or conclusions from discussion about antivirals at HEVER meeting last week 


Sorry for the slow response, it’s been that kind of a day. Your idea about a slide that captures p. 2 of Trevor's 
notes sounds fine. Make it clear that these were very early and tentative proposals. 


FC 

From: Wholley, David (FNIH) [T] < b6 
Sent: Tuesday, September 8, 2020 3:25 PM. 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: URGENT -- possible notes or conclusions from discussion about antivirals at HEVER meeting last week 
Importance: High 


Hi Francis 

Sol am thinking maybe if we essentially summarize page 2 of Trevor's notes (the two proposals made at the meeting) 
into a single slide, and use it to replace the current action plan on antivirals in the Preclinical WG section of the current 
EC slide deck, so you have something to comment on to the EC, that would work? Please let me know. Thanks 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Tuesday, September 8, 2020 2:21 PM 

To: Wholley, David (FNIH) [T] < bé6 

Ce: b6 Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: URGENT -- possible notes or conclusions from discussion about antivirals at HEVER meeting last week 
Importance: High 


Here are my notes of the meeting 


By copy of this note, I am asking Jill to send you the slides that Andy Plump and Thomas Hudson used 


also the full set of slides that Jay Bradner circulated 


Hope this helps 


Trevor 
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aoe Original Message ------ 


From: "Wholley, David (FNIH) [T]" < b6 

To:" b6 < b6 " b6 
4 v6 

Cc: “Collins, Francis (NIH/OD) [E]" < b6 


Sent: Tuesday, 8 Sep, 20 At 19:09 
Subject: URGENT -- possible notes or conclusions from discussion about antivirals at HEVER meeting last week 


Hi, Jill and Trevor: 
Sorry for the late notice and somewhat urgent nature of my request | understand that in response to issues raised by 
Mikael Dolsten and others there was a substantial amount of discussion at last week’s HEVER meeting about industry 
and government focus on developing antivirals for COVID-19. Mikael had expressed a similar interest on one of our 
August ACTIV Leadership Team calls, and Francis Collins would like to incorporate some of the results of the HEVER 
discussions into our ACTIV Executive Committee meeting tomorrow if at all possible. Do you have any account of the key 
conclusions of the HEVER antiviral discussion and/or action items that were generated as a result that could share with 
us So we Can incorporate them into our meeting? Please let me know at your earliest convenience. 
Thanks, 
David Wholley 
David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 

b6 
fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/2/2021 8:24:55 PM 

To: Prof Trevor M Jones CBE FMedSci [ b6 

(ae Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: UK Government Prioritising candidiate COVID-19 antivirals 

Hi Trevor, 


Just to let you know, the ACTIV team (David Wholley, Stacey Adam, and |) have a call scheduled Wednesday 
Feb 10 noon-1PM with the UK group -- and Charlotte Taylor is on the list of participants. Martin Landray (PI for 
RECOVERY) is an optional attendee. We will be freely discussing all the trials we/they are involved in or 
planning, will be sure to bring up RECOVERY among them. Other participants on the call FYI are: 

Patrick Chinnery — Cambridge U. 

Patrick Vallance — UK govt health advisor 

Jeremy Farrar, P. Schreier, Neil Commack — Wellcome 

Alison Kave — IKRI Innovative (she was on our calls last summer/fall) 

Optional: Alistair Lamb, UKRI Covid Tx Programme 


Hope that’s helpful. 


Best, Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Tuesday, February 2, 2021 8:55 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: UK Government Prioritising candidiate COVID-19 antivirals 


Francis 


I have been approached by the UK Government Department of Health to advise on the current status of 
COVID-19 antiviral drug discovery and development 


My contact is Charlotte Taylor who is leading the activities in this area (NOTE Specifically antivirals (not 
vaccines,etc) 


(I think she may be participating in a call with you, Jeremy Farrar and others today ?) 


I sent her the BioCentury and McKinsey summaries of repurposed and new candidates 
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As per our agreement,I did NOT send her the slides from your Hever presentation relating to the most recent 
ACTIV programmes and your projections for new candidates entering studies in 2021 


You will be aware of the RECOVERY programme in the UK. It seems to me that there may be merit in having a 
discussion with her about the proposed UK programme and the possibility of a joint approach to prioritising 
(with others?) the next candidates for clinical evaluation as they emerge from Development 


I would be happy to introduce you or one of your team to Charlotte should you so wish 


For info... 


"The Therapeutics Taskforce of the UK Government Department of Health is responsible for the end-to-end provision of 
treatments for COVID-19 in the UK, from the initial identification of potential therapeutics to their development and 
eventual deployment at scale to the patient population. These safe and effective treatments are vital for lessening the 
severity and impact of Covid-19 in individuals and communities. The Therapeutics Taskforce is led by the Deputy Chief 
Medical Officer Professor Jonathan Van-Tam, 

The Taskforce can be contacted at: 


Best regards 


Trevor 


Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/21/2020 4:53:02 PM. 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Ivermectin 

Thanks, Stacey! 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, September 21, 2020 12:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: lvermectin 

Hi Francis, 

Ivermectin has been reviewed by the Agent Prioritization group, and while there is some data out their suggesting it may 
have some effect, the review team did not find it to be the highest priority for ACTIV studies. However, part of their 
reluctance was that the main ivermectin had other studies already being conducted and the formulation sent to us for 


consideration did not have the full data necessary to judge is readiness. 


Below is the summary from the review team: 
. 
(b) (5) 


| hope this helps, 
Thanks, 
Stacey 


Stacey J. Adam, PhD 
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Director, Cancer 
Research Partnerships 
Direct: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, September 21, 2020 10:14 AM 
To: Adam, Stacey (FNIH) [T] b6 
Subject: Ivermectin 

Hi Stacey, 


'm being asked about the potential that ivermectin might have activity against COVID-19. What have been the findings 
of the prioritization group on this idea? 


FC 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/21/2020 1:57:18 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: more data, confidential 

Attachments: PYAB_Interim_20200920 confidential.odf 


Hi there War Room team, 


See new data on the mAb combo from Lilly. This should not be further shared right now, but obviously has 
significance for next steps in ACTIV-2 and -3. 


FC 

From: Daniel Skovronsky < b6 

Sent: Sunday, September 20, 2020 3:40 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: more data, confidential 
Francis & Tony, 


It’s hard to believe it’s only been a week since we discussed the initial results. At that time | mentioned combination 
therapy was about a week behind. So | have an early look at that data now, attached here. It’s still marked draft 
because it’s not fully QC’d by the statisticians but I’ll be surprised if anything changes at this point. Importantly it hasn’t 
been seen widely even within Lilly and since the combo patients haven’t reached their day 29 endpoint, the study it’s 
still ongoing. So| can’t share more broadly. 


Everything we thought about mono is now confirmed / replicated prospectively with combination therapy. The effect of 
persistent high viral load (PHVL) on hospitalization and symptoms has strengthened and is now undeniable. It’s also 
become clear that the viral outcomes are better with combination vs mono -- likely due to lack of resistant variants, 
which appears to be true on early sequence data but most of the sequencing is still pending. The clinical effect on 
hospitalizations and symptoms is replicated from mono but doesn’t really appear better. There are no safety findings. 


The p values combined across arms are now pretty stunning. I'm fully confident that neutralizing antibodies 
work. Combinations will work better than single antibodies, but a single antibody is better than nothing. 


Probably we should chew on this data a little bit and then discuss next steps with respect to regulators and for ACTIV- 


2. My guess is that in the absence of a major shift in thinking at the FDA, they will wait for a confirmation on the combo 
therapy in a few months, so I’m thinking about options to both help patients now and generate more data with mono 
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also while we wait for more combo data and combo supply to start flowing in December/January. Obviously making 
more combo is my top priority, and we recently signed up Amgen as a manuf partner which will help next year once they 
are up and running. 


Best, 
Dan 


Daniel Skovronsky 

President Lilly Research Laboratories 
Chief Scientific Officer 

Eli Lilly and Company 


b6 
cell b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/21/2020 6:38:11 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: ACTIV Leadership Meeting this Wed 


I'm fine with Kevin listening. 


From: Wholley, David (FNIH) [T] < v6 
Sent: Monday, September 21, 2020 2:07 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Leadership Meeting this Wed 


This just in. Plump and Dolsten cannot make it either. Sending roster and slides in a minute. | would think it is fine for 
Kevin to listen in, but up to you. 


From: Bugin, Kevin b6 
Sent: Monday, September 21, 2020 1:10 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: ACTIV Leadership Meeting this Wed 


Hi David, 
It appears we need Janet this Wednesday at the same time as the ACTIV leadership call. Will this be a problem? If 
needed, would you like me to attend in her place? Thanks, 


Kevin B Bugin, MS, PhDc, RAC 
Operation Warp Speed, 
Therapeutics Program Manager, 
Chief of Staff to Janet Woodcock 
Mobile: b6 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/3/2021 12:58:17 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Lg Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: SIG 


| have not seen this invitation — which seems odd, after our consultation with Jono and Raj. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, February 2, 2021 12:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: RE: SIG 


Francis, just to you, David and Joe on this topic — have you received an invitation from Jono Quick (Rockefeller 
Foundation) convening the world on genomic surveillance on February 16"? | imagine this is a follow-up of the 
conversation you had with them last week. The objectives and outcome are really ambitious. Before David and Joe 
agree to participate, we wanted to make sure NIH is aware of this and will participate. Please let me know if you have 
the invitation, if not, | will send it to you, M. 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Tuesday, February 2, 2021 12:21PM 

To: Erbelding, Emily (NIH/NIAID) [E] < b6 

Ce: Lane, Cliff (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [T] b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 

b Rutter, Joni (NIH/NCATS) [E] b6 >; Anderson, James (NIH/OD) [E] 

<j b6 ; Patterson, Amy (NIH/NHLB)) [E] < b6 Parker, Ashley (NIH/OD) [E] 
< b6 


Subject: RE: SIG 
Hi Emily, 
Thanks for this summary, this is really helpful. It’s clear from these points (especially 3, 5, and 6) that there is 


a lot of potential synergy with the ACTIV effort (now to be called PROTECT: Predicting Resistance Or 
Therapeutic Escape of Coronavirus Threats). | really appreciate your efforts to ensure complementarity. 


Francis 
From: Erbelding, Emily (NIH/NIAID) [E] < b6 
Sent: Tuesday, February 2, 2021 9:58 AM 
To: Collins, Francis (NIH/OD) [ b6 
Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [7] b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 

v6 ; Rutter, Joni (NIH/NCATS) [E] < b6 >; Anderson, James (NIH/OD) [E] 

b6 Patterson, Amy (NIH/NHLB)) [E] <a b6 Parker, Ashley (NIH/OD) [E] 
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bé 
Subject: RE: SIG 


Here’s an update: 

1) | have tried to add NIAID scientific expertise from many of the SIG WG’s to the ACTIV preclinical team to help 

with ensuring complementary and synergistic activities, rather than overlap. 

2) The CDC is ramping up their genomic surveillance through contracts with commercial labs. This will mean that 

sequence data that gets posted will be more representative of the whole US and also more timely. 

3) The intention is to upload US sequences to both GISAID and GenBank. Note that building the GenBank 

infrastructure is a unique contribution that NIH can make here—this cannot get done through the SIG. All are in 

agreement that working with GISAID alone has constraints. 

4) CDC is re-engaging with multi-lateral efforts (WHO and CEPI) sequence surveillance and risk assessment 

activities. These activities were hampered before January 20 and there is catch-up work to do. 

5) The SIG will convene an external group of advisors (epidemiologic modelers, structural biologists, etc) to 

prioritize assays, develop risk assessment tools and to advise the SIG. As you probably know, there are 

regulations regarding federal advisory groups and how they relate to FACA’s. In this case they will advise the 

Board of Scientific Councilors of the CDC (a FACA) on variants of concern that should be escalated to have more 

intensive studies done. | am on the BSC and will co-chair this WG. The overall plan and the expert WG still needs 

to be approved by CDC OD. 

6) We are looking into resources needs in order to properly address the evolving variant problem. A budget is 
being reviewed by NIAID OD, 


Happy to provide more info as this progresses. 


Emily 
From: Collins, Francis (NIH/OD) [E] b6 > 
Sent: Tuesday, February 2, 2021 8:54 AM 
To: Erbelding, Emily (NIH/NIAID) [E] < b6 
Cc: Lane, Cliff (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] b6 >; Menetski, Joseph 
(FNIH) [T] < b6 Freire, Maria (FNIH) [T] b6 , Lawrence (NIH/OD) [E] 
< b6 Rutter, Joni (NIH/NCATS) [E] b6 Anderson, James (NIH/OD) [E] 
b6 ; Patterson, Amy (NIH/NHLBI) [E] b6 Parker, Ashley (NIH/OD) [E] 
b6 


Subject: SIG 
Hi Emily, 


Can you update me on the plans for the trans-HHS SARS-CoV-2 Interagency Group (SIG)? | want to be sure we are off to 
a good start in the interactions between SIG and the ACTIV effort on mutation tracking and functional analysis. 


Best, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/3/2021 3:15:41 PM 

To: Walensky, Rochelle (CDC/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=971e7c2ce7 f94e67213565f9 bfaef055-aux7.CDC] 

Subject: FW: Invitation — Feb 16, 11:00am to 1:00pm (EST) — Genomic surveillance in the U.S. 


Hey there Rochelle, 


Joe Menetski of FNIH (who leads the ACTIV efforts on functional analysis of emerging SARS-CoV-2 variants) 
shared with me the invitation he received from Rockefeller for a meeting on Feb, 16 on COVID-19 genomic 
surveillance in the US. That’s copied below. | thought I'd check in with you — since this topic seems squarely in 
CDC’s swim lane. Is this going to be a helpful gathering? Should the ACTIV team try to participate? 


Hope you are doing well after what must have been a rather intense first two weeks! Always feel free to 
reach out to me if there is something | can do to be helpful. 


Francis 

From: Griffin, Lesia b6 > On Behalf Of Quick, Jonathan 

Sent: Monday, February 1, 2021 6:18 PM 

To: Menetski, Joseph (FNIH) [T] b6 

Ce: Quick, Jonathan < b6 >; Lewis, Sherene b6 Kuzmak, Greg 
< b6 


Subject: Invitation — Feb 16, 11:00am to 1:00pm (EST) — Genomic surveillance in the U.S. 


Good afternoon Joe: 
We hope this message finds you well. 


As a contributor to confronting the Covid-19 pandemic, The Rockefeller Foundation would like to invite you to a 
virtual convening on genomic surveillance in the United States planned for February 16, 2021 at 11:00am — 
1:00pm (EST). We are inviting leaders like yourself from the government, academic, and private sectors, to 
map out what it would take to rapidly expand Covid-19 genomic sequencing and assessment. We envision a 
coordinated effort to expand genomic surveillance and share scientific advancements in a collaborative way 
that will help improve health for all. Our goal is to help make this happen as quickly as possible, and your 
participation is key to this success. 


The Need and The Ambition 


Many countries have invested in genomic surveillance, and Australia, New Zealand, the United Kingdom, and 
Denmark often sequence SARS-CoV-2 genomes from at least 10% of confirmed COVID-19 cases. The United 
States, however, is lagging behind in ramping up genomic surveillance efforts, with most areas of the country 
unable to benefit from surveillance efforts, and in the best cases, having regions with only 1-2% of cases 
sequenced. This puts the nation at a significant disadvantage in terms of ensuring that the tools available to 
combat the pandemic can outpace the spread and evolution of the virus. There is untapped capacity among 
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public health labs, the private sector, and academic centers already involved in SARS-CoV-2 surveillance, and 
there is a need to rapidly scale their operations while increasing coordination across those 
efforts. 


Objectives 
By taking part in this cross-sectoral convening, you will help: 


1. Highlight current initiatives in the United States to drive coordination in genomic surveillance, information 
sharing, and analytical assessment/reporting. 


2. Envision what a national genomic surveillance network would look like and how it would contribute to 
improving health for all. 


3. Inform a comprehensive understanding of the existing challenges that inhibit establishing a robust, 
coordinated national genomic surveillance network. 


4. Establish recommendations and next steps towards creating an ideal national genomic surveillance 
network or consortium. 


Outcome 


We envision a national, coordinated network where companies, academic institutions, public health labs, and 
government entities work collaboratively to ramp up genomic surveillance that enables rapid detection, 
analysis, reporting, and sharing of critical data that will inform risk mitigation planning and action for pandemic 
preparation and response. 


Thank you for your consideration and we hope you will be able to join. Given the tight timelines around this 
event, we kindly request you to RSVP by Friday, February 5 at 5:00pm (EST) to Sherene Lewis at 
b6 


We will be in touch with further details for the convening, including web-conferencing links, an agenda, and 
related materials. 


Sincerely, 
Jonathan D. Quick, MD, MPH 


Live safely in Covid times — for yourself, your loved ones, your workmates, and your community. 
We can make the world safer from devastating pandemics - but will we? 

Managing Director, Pandemic Response, Preparedness, and Prevention 

Author, The End of Epidemics (St. Martin's Press; Scribe publications, 2018) 

Adjunct Professor of Global Health, Duke Global Health Institute 


Cc: b6 | wew.rockefellerfoundation.or; 
Executive Assistant: Lesia Griffin. b6 

reeks The, " és 

s ROCKEFELLER 


iv FOUNDATION 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/23/2020 11:07:46 AM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Weber, Mark (HHS/ASPA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=269e5377 18d1424f94dd97274ac30964-Mark. Weber.]; Bugin, Kevin 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Pratt, Michael 
(OS/ASPA) [ b6 Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Weber, Mark 
(HHS/ASPA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=269e537718d1424f94dd97274ac30964-Mark.Weber.]; Brubach, April 
(HHS/ASPA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=638 3cb6aa9de4358a1c915c79da1 1fda-April.Bruba] 

cc: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc); Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci); Slaoui, Moncef 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c94a42f399e84dfbbcc4d6650acbd6ef-Moncef.Slao]; Perna, Gen Gustave F 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=96c60fab0e824b59b62d22066e376452-Gustave.F.P]; Hepburn, Matt 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d2f43022aeb34b44a905a094631f56ff-Matt.Hepbur]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: FW: Unified OWS Comms Strategy 


Dear colleagues, 


I’m writing to ask about progress in development of a common portal where all interested members of the 
public can find out how to contribute to progress in COVID-19 prevention and treatment, by participation in 
trials and donation of plasma. As outlined in the note from Kevin 9 days ago, there is a real need for this, and 
time is of the essence. As just one example, OWS/ACTIV is facing serious challenges in enrolling participants in 
outpatient studies — as most of the “40,000 individuals who test positive for SARS-CoV-2 each day receive no 
information about trials for which they might be interested in participation. 


| understand that the Fors Marsh contract will be usable for this purpose, which is good news. But I'd like to 
know a timeline for design and implementation of the portal. We need this yesterday. Can | get a quick 
outline of the plan? Are there things that | can do to help? 


Francis 

From: Bugin, Kevin < b6 

Sent: Monday, September 14, 2020 1:37 PM 

To: Weber, Mark (HHS/ASPA) < b6 Brubach, April (HHS/ASPA) b6 


COLL0000020289 


Cc: Woodcock, Janet (FDA/CDER) b6 ; Collins, Francis (NIH/OD) [E]< b6 
b6 b6 
Subject: Unified OWS Comms Strategy 


Hi Mark and April, 
| received your contact info from colleagues at ASPA and NIH. 


Operation Warp Speed is interested in creating a unified communication strategy that reflects a renewed call to action 
for the American people to help us fight back against COVID. Our message is simple, with 3 parts. If you are healthy, you 
can join the CoVPN registry and potentially enroll in a vaccine trial to help us find an effective vaccine. If you are COVID+, 
you can potentially enroll in one of our ACTIV trials to find effective treatments to help people recover faster/shorten 
their hospital stay and stay out of the hospital. And, if you are recently recovered, then they can donate plasma to help 
save someone else’s life. To implement this strategy we believe we need an integrated patient-centric portal that any 
patient and provider can go to for more information. And, then this portal and the overall message needs to be spread 
to the nation. 


We haves one proposal from Klick health who is helping our ACTIV-2 outpatient trial; see attached and the following: 

h fi com/urlk=. 2b-620acafb-3e5ff214-0cce4 /aGaS2de- 
b43e926ef28b49&u=https://protect2.fireeye.com/url?k=2chb14d4-70ef3dff-2cbb25eb-0ce47a6d17cc- 
f070f9e0eb3f9ch7 &u=https://klick.invisionapp.com/share/ZJYNOQPTM9C#/screens/430526272. And, another proposal 
from Verily, who is helping OWS on some efforts cross-cutting Vaccine and Therapeutics effort via donation of services. | 
shared the Klick portal mock-up link because it may give you a better idea of what we need to build with regards to the 
portal. 


We'd love for both companies to be able to submit their proposals to the vendor that recently won the large mass 
media and national campaign, since ideally, we’d want to couple this clinical research awareness strategy within the 
broader re-opening comms strategy. Then hopefully the vendor can arrange to sub/partner with them. We suggest this 
out of necessity for speed. Our trials are beginning to experience slow or slowing enrollment and we really need them to 
move rapidly. This is critical to both NIH and to OWS, 


| believe Wolf Wagner may have already approached you with this. So, forgive the redundancy. 
If it would be helpful to chat more by phone, please let me know. Thanks! 

Kevin B Bugin, MS, PhDc, RAC 

Operation Warp Speed, 

Therapeutics Program Manager, 


Chief of Staff to Janet Woodcock 
Mobile b6 


COLL0000020289 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/23/2020 3:54:03 PM 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD} 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: FW: Unified OWS Comms Strategy 


From: Woodcock, Janet < b6 

Sent: Wednesday, September 23, 2020 11:18 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Unified OWS Comms Strategy 


Just FYI need strong directive to let us use this contract. Maybe you could ask Alex to push them. He is frustrated over 
lack of visibility HHS PR folks seem somewhat rudderless. jw 


From: VND Shreeve, Chris <S v6 
Sent: Wednesday, September 23, 2020 10:29 AM 
To: Woodcock, Janet < b6 


Subject: RE: Unified OWS Comms Strategy 


We have been working through Mark Weber/NIH to get access to Fors Marsh. Mark said he would get back to John 
Burklow and me later this week. | went around him and will be talking with April Brubach at 11 today. She is the 

COR. She said there are 3 HHS project managers running the contract. | was hoping to get more intel from her about 
how to get access to the contract. In my experience Fors Marsh is a research contractor (OCOMM has had several 
contracts with them). | am eager to learn how they are bringing in the design/web/comms power to do the work that is 
required. 


One other thing, Mark mentioned that HHS is also requesting a website for corona virus. 
John Burklow assured me that he has asked FC to push for him. John is out until Monday. 


| will let you know what | learn from April. 


Chris 

Chris Shreave 

From: Woodcock, Janet b6 

Sent: Wednesday, September 23, 2020 10:08 AM 
To: VND Shreeve, Chris < bé 


Subject: FW: Unified OWS Comms Strategy 
EXTERNAL email from: j bé 


Didn’t include you. Of course we need a plan. Do you know what the current obstacles are? Thx. wj 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, September 23, 2020 7:08 AM 


To: Myles, Renate H (NIH) < b6 y>; Weber, Mark (OS) < b6 ; Bugin, Kevin 

< b6 gov>; Pratt, Michael (OS) b6 v>; Burklow, John T (NIH) 

< b6 Weber, Mark (OS) b6 Brubach, April (OS) < b6 

Ce: Woodcock, Janet b6 >; Fauci, Anthony S (NIH) < b6 Slaoui, Moncef 
(Os) v6 ; Perna, Gustave F (OS) b6 Hepburn, Matt (OS) 

< b6 Tabak, Lawrence A (NIH) < b6 Wholley, David N (NIH) 

< b6 Lane, Henry C (NIH) bé > 


Subject: FW: Unified OWS Comms Strategy 
Dear colleagues, 


I’m writing to ask about progress in development of a common portal where all interested members of the 
public can find out how to contribute to progress in COVID-19 prevention and treatment, by participation in 
trials and donation of plasma. As outlined in the note from Kevin 9 days ago, there is a real need for this, and 
time is of the essence. As just one example, OWS/ACTIV is facing serious challenges in enrolling participants in 
outpatient studies — as most of the ~40,000 individuals who test positive for SARS-CoV-2 each day receive no 
information about trials for which they might be interested in participation. 


| understand that the Fors Marsh contract will be usable for this purpose, which is good news. But I'd like to 
know a timeline for design and implementation of the portal. We need this yesterday. Can | get a quick 
outline of the plan? Are there things that | can do to help? 


Francis 


From: Bugin, Kevin < b6 

Sent: Monday, September 14, 2020 1:37 PM 

To: Weber, Mark (HHS/ASPA) < b6 Brubach, April (HHS/ASPA) < b6 

Cc: Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] b6 
Slaoui, Moncef b6 

Subject: Unified OWS Comms Strategy 


Hi Mark and April, 
| received your contact info from colleagues at ASPA and NIH. 


Operation Warp Speed is interested in creating a unified communication strategy that reflects a renewed call to action 
for the American people to help us fight back against COVID. Our message is simple, with 3 parts. If you are healthy, you 
can join the CoVPN registry and potentially enroll in a vaccine trial to help us find an effective vaccine. If you are COVID+, 
you can potentially enroll in one of our ACTIV trials to find effective treatments to help people recover faster/shorten 
their hospital stay and stay out of the hospital. And, if you are recently recovered, then they can donate plasma to help 
save someone else’s life. To implement this strategy we believe we need an integrated patient-centric portal that any 
patient and provider can go to for more information. And, then this portal and the overall message needs to be spread 
to the nation. 


We have one proposal from Klick health who is helping our ACTIV-2 outpatient trial; see attached and the following: 
https://protect2 fireeye.com/url?k=3e5fc32b-620acafb-3e5ff214-Oced7aGa52de- 
67b43e926ef28b49Ruchttps://protect2.fireeye.com/url?k=2chb14d4-70ef3dff-2cbb25eb-Oce47a6d17cc- 
f070f9e0eb3f9cb7&u=https://klick hare/ZYNOQPTMSC#/screens/430526272. And, another proposal 
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from Verily, who is helping OWS on some efforts cross-cutting Vaccine and Therapeutics effort via donation of services. | 
shared the Klick portal mock-up link because it may give you a better idea of what we need to build with regards to the 
portal. 


We’d love for both companies to be able to submit their proposals to the vendor that recently won the large mass 
media and national campaign, since ideally, we’d want to couple this clinical research awareness strategy within the 
broader re-opening comms strategy. Then hopefully the vendor can arrange to sub/partner with them. We suggest this 
out of necessity for speed. Our trials are beginning to experience slow or slowing enrollment and we really need them to 
move rapidly. This is critical to both NIH and to OWS. 


| believe Wolf Wagner may have already approached you with this. So, forgive the redundancy. 
If it would be helpful to chat more by phone, please let me know. Thanks! 

Kevin B Bugin, MS, PhDc, RAC 

Operation Warp Speed, 

Therapeutics Program Manager, 


Chief of Staff to Janet Woodcock 
Mobile: b6 


COLL0000020292 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/23/2020 9:34:26 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dced875{0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: URGENT: Confidential info just received 


Which ACTIV trial? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Wednesday, September 23, 2020 5:23 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: URGENT: Confidential info just received 

Hi Francis, 

Yes, CD24Fc is under consideration for ACTIV. We are conducting the final review this week. 

OWS was kind enough to invite us to the meeting where the company presented this data to their team. The company 
has also provided us this data to share confidentially with our reviewers. 


Thank you though for checking in and making sure we were in the loop. 


Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


Mobile: ( b6é 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, September 23, 2020 5:18 PM 
To; Wholley, David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] < b6 


Subject: URGENT: Confidential info just received 


OWS is meeting at 5:30 pm, just got this attachment. Do not distribute, sensitive info —but was ACTIV involved at all 
with CD24Fc? Under consideration? 


FC 


COLL0000020293 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/22/2020 9:56:52 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc] 

cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f 70948 1e7c-BUGINK.fda]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 

Subject: RE: ACTIV-2/ACTIV-3 Needs Assessment Final Report 


Thanks for this summary, very informative. | am wondering whether there is information on how many times 
the multiple issues on slides 4 and 5 came up for ACTIV-2. It might be good to know which issues were almost 
universal, and which were mentioned occasionally — that could guide priorities in initiating interventions. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, September 22, 2020 2:39 PM 

To; Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] < b6 

Cc: Bugin, Kevin (FDA/CDER) < b6 Adam, Stacey (FNIH) [T] < b6 Gonzalez, Nina 
< b6 


Subject: ACTIV-2/ACTIV-3 Needs Assessment Final Report 


Hi Janet and Francis: 

Attached is the final report from the Deloitte team of the ACTIV-2 and -3 site needs assessment effort they have been 
working on for the last couple of weeks with the respective trial leaders as well as FNIH and OWS representatives. | 
think you will agree the response rate on the survey effort is impressive, and because we have had three interim reviews 
with everyone involved many of the recommended actions to address the issues are already in progress. We are 
working on a more detailed action tracker spreadsheet, which should be ready tomorrow, and are sharing many of the 
interview details with NIH and OWS team members to provide as much background detail as possible on potential issues 
at particular sites. Please let me know if you have additional questions or suggestions. 

Thanks, 

David 


COLL0000020295 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/23/2020 3:54:16 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: Unified OWS Comms Strategy 

From: Woodcock, Janet < b6 

Sent: Wednesday, September 23, 2020 11:18 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: Unified OWS Comms Strategy 


Just FYI need strong directive to let us use this contract. Maybe you could ask Alex to push them. He is frustrated over 
lack of visibility HHS PR folks seem somewhat rudderless. jw 


From: VND Shreeve, Chris b6 
Sent: Wednesday, September 23, 2020 10:29 AM 
To: Woodcock, Janet b6 


Subject: RE: Unified OWS Comms Strategy 


We have been working through Mark Weber/NIH to get access to Fors Marsh. Mark said he would get back to John 
Burklow and me later this week. | went around him and will be talking with April Brubach at 11 today. She is the 

COR. She said there are 3 HHS project managers running the contract. | was hoping to get more intel from her about 
how to get access to the contract. In my experience Fors Marsh is a research contractor (OCOMM has had several 
contracts with them). | am eager to learn how they are bringing in the design/web/comms power to do the work that is 
required. 


One other thing, Mark mentioned that HHS is also requesting a website for corona virus. 
John Burklow assured me that he has asked FC to push for him. John is out until Monday. 


| will let you know what | learn from April. 


Chris 

Chris Shreeve 

From: Woodcock, Janet b6 > 
Sent: Wednesday, September 23, 2020 10:08 AM 

To: VND Shreeve, Chris b6 > 


Subject: FW: Unified OWS Comms Strategy 
EXTERNAL email from: b6 


Didn’t include you. Of course we need a plan. Do you know what the current obstacles are? Thx. wj 


COLL0000020302 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, September 23, 2020 7:08 AM 


To: Myles, Renate H (NIH) b6 Weber, Mark (0S) b6 ; Bugin, Kevin 
< b6 gov>; Pratt, Michael (OS) b6 v>; Burklow, John T (NIH) 
bé Weber, Mark (OS) v6 Brubach, April (OS) < b6 
Ce: Woodcock, Janet < b6 >; Fauci, Anthony S (NIH) b6 Slaoui, Moncef 
(Os) b6 >; Perna, Gustave F (OS) b6 >; Hepburn, Matt (OS) 
v6 Tabak, Lawrence A (NIH) b6 ; Wholley, David N (NIH) 
b6 Lane, Henry C (NIH) bé 


Subject: FW: Unified OWS Comms Strategy 
Dear colleagues, 


I’m writing to ask about progress in development of a common portal where all interested members of the 
public can find out how to contribute to progress in COVID-19 prevention and treatment, by participation in 
trials and donation of plasma. As outlined in the note from Kevin 9 days ago, there is a real need for this, and 
time is of the essence. As just one example, OWS/ACTIV is facing serious challenges in enrolling participants in 
outpatient studies — as most of the ~40,000 individuals who test positive for SARS-CoV-2 each day receive no 
information about trials for which they might be interested in participation. 


| understand that the Fors Marsh contract will be usable for this purpose, which is good news. But I'd like to 
know a timeline for design and implementation of the portal. We need this yesterday. Can | get a quick 
outline of the plan? Are there things that | can do to help? 


Francis 

From: Bugin, Kevin < b6 

Sent: Monday, September 14, 2020 1:37 PM 

To: Weber, Mark (HHS/ASPA) b6 Brubach, April (HHS/ASPA) < b6 

Cc: Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] < b6 
Slaoui, Moncef b6 


Subject: Unified OWS Comms Strategy 
Hi Mark and April, 
| received your contact info from colleagues at ASPA and NIH. 


Operation Warp Speed is interested in creating a unified communication strategy that reflects a renewed call to action 
for the American people to help us fight back against COVID. Our message is simple, with 3 parts. If you are healthy, you 
can join the CoVPN registry and potentially enroll in a vaccine trial to help us find an effective vaccine. If you are COVID+, 
you can potentially enroll in one of our ACTIV trials to find effective treatments to help people recover faster/shorten 
their hospital stay and stay out of the hospital. And, if you are recently recovered, then they can donate plasma to help 
save someone else’s life. To implement this strategy we believe we need an integrated patient-centric portal that any 
patient and provider can go to for more information. And, then this portal and the overall message needs to be spread 
to the nation. 


We have one proposal from Klick health who is helping our ACTIV-2 outpatient trial; see attached and the following: 
https://protect2.fireeye.com/url?k=3e5 fc32b-620acafb-3e5ff214 -Occ47aGa52de- 
67b43e926ef28b49&u=https://protect2.fireeye.com/ur' ‘2chb14d4-70ef3dff-2cbb25eb-Oce47a6d17cc- 
/share/ZFYNOQPTMSC#/screens/430526272. And, another proposal 
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from Verily, who is helping OWS on some efforts cross-cutting Vaccine and Therapeutics effort via donation of services. | 
shared the Klick portal mock-up link because it may give you a better idea of what we need to build with regards to the 
portal. 


We’d love for both companies to be able to submit their proposals to the vendor that recently won the large mass 
media and national campaign, since ideally, we’d want to couple this clinical research awareness strategy within the 
broader re-opening comms strategy. Then hopefully the vendor can arrange to sub/partner with them. We suggest this 
out of necessity for speed. Our trials are beginning to experience slow or slowing enrollment and we really need them to 
move rapidly. This is critical to both NIH and to OWS, 


| believe Wolf Wagner may have already approached you with this. So, forgive the redundancy. 
If it would be helpful to chat more by phone, please let me know. Thanks! 

Kevin B Bugin, MS, PhDc, RAC 

Operation Warp Speed, 

Therapeutics Program Manager, 


Chief of Staff to Janet Woodcock 
Mobile: b6 


COLLO0000020302 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/23/2020 4:04:39 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: Unified OWS Comms Strategy 

Exactly. 

From: Tabak, Lawrence (NIH/OD) [E] < v6 

Sent: Wednesday, September 23, 2020 11:56 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: Unified OWS Comms Strategy 


But is this an OWS decision (alluded to in your earlier communication)? 


From: Francis Collins b6 
Date: Wednesday, September 23, 2020 at 11:54 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 


Subject: FW: Unified OWS Comms Strategy 


From: Woodcock, Janet < b6 
Sent: Wednesday, September 23, 2020 11:18 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: FW: Unified OWS Comms Strategy 


Just FYI need strong directive to let us use this contract. Maybe you could ask Alex to push them. He is frustrated over 
lack of visibility HHS PR folks seem somewhat rudderless. jw 


From: VND Shreeve, Chris <S b6 > 
Sent: Wednesday, September 23, 2020 10:29 AM 
To: Woodcock, Janet <} b6 


Subject: RE: Unified OWS Comms Strategy 

We have been working through Mark Weber/NIH to get access to Fors Marsh. Mark said he would get back to John 
Burklow and me later this week. | went around him and will be talking with April Brubach at 11 today. She is the 

COR. She said there are 3 HHS project managers running the contract. | was hoping to get more intel from her about 
how to get access to the contract. In my experience Fors Marsh is a research contractor (OCOMM has had several 
contracts with them). | am eager to learn how they are bringing in the design/web/comms power to do the work that is 
required. 

One other thing, Mark mentioned that HHS is also requesting a website for corona virus. 

John Burklow assured me that he has asked FC to push for him. John is out until Monday. 


| will let you know what I learn from April. 


Chris 


COLL0000020304 


Chris Shreeve 


From: Woodcock, Janet 6 > 
Sent: Wednesday, September 23, 2020 10:08 AM 
To: VND Shreeve, Chris < b6 


Subject: FW: Unified OWS Comms Strategy 
EXTERNAL email from: b6 


Didn’t include you. Of course we need a plan. Do you know what the current obstacles are? Thx. wj 


From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Wednesday, September 23, 2020 7:08 AM 
To: Myles, Renate H (NIH) < b6 Weber, Mark (OS) <! v6 Bugin, Kevin 

b6 >; Pratt, Michael (OS) v6 >; Burklow, John T (NIH) 

b6 Weber, Mark (OS) < b6 Brubach, April (OS) < b6 

Cc: Woodcock, Janet b6 >; Fauci, Anthony S (NIH) v6 >; Slaoui, Moncef 
(Os) b6 >; Perna, Gustave F (OS) v6 >; Hepburn, Matt (OS) 

b6 Tabak, Lawrence A (NIH) b6 >; Wholley, David N (NIH) 

b6 >; Lane, Henry C (NIH) < b6 


Subject: FW: Unified OWS Comms Strategy 
Dear colleagues, 


I'm writing to ask about progress in development of a common portal where all interested members of the 
public can find out how to contribute to progress in COVID-19 prevention and treatment, by participation in 
trials and donation of plasma. As outlined in the note from Kevin 9 days ago, there is a real need for this, and 
time is of the essence. As just one example, OWS/ACTIV is facing serious challenges in enrolling participants in 
outpatient studies — as most of the 40,000 individuals who test positive for SARS-CoV-2 each day receive no 
information about trials for which they might be interested in participation. 


| understand that the Fors Marsh contract will be usable for this purpose, which is good news. But I'd like to 
know a timeline for design and implementation of the portal. We need this yesterday. Can | get a quick 
outline of the plan? Are there things that | can do to help? 


Francis 

From: Bugin, Kevin < b6 > 

Sent: Monday, September 14, 2020 1:37 PM 

To: Weber, Mark (HHS/ASPA) b6 Brubach, April (HHS/ASPA) v6 

Cc: Woodcock, Janet (FDA/CDER) <i b6 >; Collins, Francis (NIH/OD) [E] b6 iq 


Slaoui, Moncef b6 
Subject: Unified OWS Comms Strategy 


Hi Mark and April, 


| received your contact info from colleagues at ASPA and NIH. 


COLL0000020304 


Operation Warp Speed is interested in creating a unified communication strategy that reflects a renewed call to action 
for the American people to help us fight back against COVID. Our message is simple, with 3 parts. If you are healthy, you 
can join the CoVPN registry and potentially enroll in a vaccine trial to help us find an effective vaccine. If you are COVID+, 
you can potentially enroll in one of our ACTIV trials to find effective treatments to help people recover faster/shorten 
their hospital stay and stay out of the hospital. And, if you are recently recovered, then they can donate plasma to help 
save someone else’s life. To implement this strategy we believe we need an integrated patient-centric portal that any 
patient and provider can go to for more information. And, then this portal and the overall message needs to be spread 
to the nation. 


We have one proposal from Klick health who is helping our ACTIV-2 outpatient trial; see attached and the following: 
httos://protect2. fireeve.com/url?k=3e5fe3 2b-620acafb-3e5ff214-Occ4 7abad2de- 


from Verily, who is helping OWS on some efforts cross-cutting Vaccine and Therapeutics effort via donation of services. | 
shared the Klick portal mock-up link because it may give you a better idea of what we need to build with regards to the 
portal. 


We'd love for both companies to be able to submit their proposals to the vendor that recently won the large mass 
media and national campaign, since ideally, we’d want to couple this clinical research awareness strategy within the 
broader re-opening comms strategy. Then hopefully the vendor can arrange to sub/partner with them. We suggest this 
out of necessity for speed. Our trials are beginning to experience slow or slowing enrollment and we really need them to 
move rapidly. This is critical to both NIH and to OWS. 


| believe Wolf Wagner may have already approached you with this. So, forgive the redundancy. 
If it would be helpful to chat more by phone, please let me know. Thanks! 

Kevin B Bugin, MS, PhDc, RAC 

Operation Warp Speed, 

Therapeutics Program Manager, 


Chief of Staff to Janet Woodcock 
Mobile: b6 


COLLO0000020304 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/23/2020 9:17:39 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: URGENT: Confidential info just received 

Attachments: OWS_OncoSlide_23Sept_v3.pptx 


Flag: Follow up 


OWS is meeting at 5:30 pm, just got this attachment. Do not distribute, sensitive info — but was ACTIV involved at all 
with CD24Fc? Under consideration? 


FC 


COLL0000020314 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/17/2020 1:23:20 PM 

To: b6 [ 

Subject: RE: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 
Hi ¥6 


Thanks for your note. |’d really like to talk with you about ACTIV progress. | am sorry that the scheduling of 
last week’s Exec Comm didn’t work for you, and we will try to avoid that kind of mishap in the future. But! 
greatly value your input and wise advice — might you be available for a call today (Sunday). | could call 
anytime except 12 — 3:30 pm and 5:30 — 6:30 pm. 


Best, Francis 


From: b6 < b6 

Sent: Saturday, May 16, 2020 6:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Wholley, David 
(ENIH) (T] < b6 


Subject: Re: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 
Hi again 


lam fine to be listed as stated below . 
It’s an important topic that ACTIV aim to contribute to 


Two things that came to our mind when discussing this together . 


| Any possible mechanism to be considered that may facilitate that materials are shared within ACTIV about potential 
upcoming external ACTIVE publications to allow input ahead of publications . 


2 Potential ACTIV topics that are complex , any approach that may allow diversity of views to be transparent and shared 
? 


Best 
b6 


Sent from my iPhone 
On May 14, 2020, at 11:29, b6 b6 wrote: 


Happy to be listed 
b6 


COLL0000020320 


On May 14, 2020, at 11:00 AM, Collins, Francis (NIH/OD) [E] < b6 
wrote: 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central 
resource for information about our efforts, including announcements, scientific papers, 
and new developments. Currently, the content is based on publicly available 
information, but we would like add the ACTIV leadership and working group members. 
Your representation on ACTIV demonstrates the breadth and depth of expertise and 
experience from all sectors committed to this effort. Please send your responses to me, 
cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team, 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000020320 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/17/2020 1:37:54 PM. 
To: b6 b6 ] 
(4 Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c34 1d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: URGENT, need your response: Making your ACTIV Participation Public 


Got it, thanks!! 


From: b6 b6 

Sent: Saturday, May 16, 2020 6:42 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Myles, Renate (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 


Subject: RE: URGENT, need your response: Making your ACTIV Participation Public 


All, 

lam happy to have my name listed on the ACTIV web site. | had replied to this effect yesterday (attached). Please 
confirm receipt of this message, as | am now not sure that they are going through. 

Thanks, 

Jay 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, May 16, 2020 6:02 PM 

To: Collins, Francis (NIH/OD) [E] b6 > 

Ce: Myles, Renate (NIH/OD) [E] b6 Meltzer, Abbey (FNIH) [T] b6 Wholley, David 
(FNIH) [T] < b6 

Subject: URGENT, need your response: Making your ACTIV Participation Public 


EXTERNAL EMAIL — Use caution with any links or file attachments. 
Dear ACTIV Colleagues: 


Yes, this follow up and increasingly urgent message is for you, even though your address was in the bcc line! We have 
heard from almost all of the ACTIV Working Group participants, and so far all have been happy to have their names 
listed in the ACTIV web site. But we still haven’t heard from YOU. 


Your representation on ACTIV demonstrates the breadth and depth of expertise and experience from all sectors 
committed to this effort. Please don’t delay further, and send your responses to me, cc’ing Renate Myles, Abbey 
Meltzer, and David Wholley by 5 p.m. ET tomorrow, Sunday May 17. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000020321 


Notice: This e-mail message, together with any attachments, contains 
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth, 
New Jersey, USA 07033), and/or its affiliates Direct contact information 
for affiliates is available at 

het ywwanerck.com/contact/contacts.him|) that may be confidential, 
proprictary copyrighted and/or legally privileged. It is intended solely 

for the use of the individual or entity named on this message. If you are 
not the intended recipient, and have received this message in error, 

please notify us immediately by reply e-mail and then delete it from 

your system. 


COLL0000020321 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/17/2020 5:53:35 PM. 
To: b6 b6 
Subject: RE: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 


Yes, 6:30 PM will work well. I’ll call your cell then. 
Best, Francis 


Fromb < b6 
Sent: Sunday, May 17, 2020 11:33 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 

Hi Francis 

Good to hear from you . 

| am available today , would 630 pm work well ? Otherwise | will find other suggestions. 
What number should | call or do you call my cell below ? 


Best 
b6 


Sent from my iPhone 


On May 17, 2020, at 09:23, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi Mikael, 


Thanks for your note. |’d really like to talk with you about ACTIV progress. | am sorry that the 
scheduling of last week’s Exec Comm didn’t work for you, and we will try to avoid that kind of 
mishap in the future. But | greatly value your input and wise advice — might you be available for 
a call today (Sunday). | could call anytime except 12 — 3:30 pm and 5:30 — 6:30 pm. 


Best, Francis 


From: b6 

Sent: Saturday, May 16, 2020 6:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 > 

Cc: Myles, Renate (NIH/OD) [E] b6 3 Meltzer, Abbey (FNIH) [T] b 
Wholley, David (FNIH) [T] < b6 

Subject: Re: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 


COLL0000020326 


Hi again 


lam fine to be listed as stated below . 
It’s an important topic that ACTIV aim to contribute to 


Two things that came to our mind when discussing this together . 


| Any possible mechanism to be considered that may facilitate that materials are shared within ACTIV 
about potential upcoming external ACTIVE publications to allow input ahead of publications . 


2 Potential ACTIV topics that are complex , any approach that may allow diversity of views to be 
transparent and shared ? 


Best 
b6 


Sent from my iPhone 


On May 14, 2020, at 11:29, b6 wrote: 


Happy to be listed 
b6 


On May 14, 2020, at 11:00 AM, Collins, Francis (NIH/OD) [E] 
b6 wrote: 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders 
with a central resource for information about our efforts, including 
announcements, scientific papers, and new developments. Currently, 
the content is based on publicly available information, but we would 
like add the ACTIV leadership and working group members. Your 
representation on ACTIV demonstrates the breadth and depth of 
expertise and experience from all sectors committed to this effort. 
Please send your responses to me, cc’ing Renate Myles, Abbey 
Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, May 
15, if you agree to be listed on the web site as part of the ACTIV 
team. 


COLL0000020326 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000020326 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 5/19/2020 2:41:10 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: call with Stoffels 


Hi all, 
See report below, and a question. 


| had a good call with Paul. He supports adding Disbrow, Marks, and Plump to the Ex Comm. | will reach out with 
invitations now. 


He agrees that the Ex Comm should do something formal to accept recommendations about clinical trial priorities, but 
Ex Comm members would need to abstain if it was one of theirs (as would be true for Paul and infliximab). 


He's fine with adding other expertise to the antiviral and mAb prioritization process — not just academics, but also 
industry experts. 


He urged me to reach out to Trevor Mundel again soon and make sure ACTIV and BMGF are coordinating well— any 
insight from you about how that’s going? 


He has already had a call with Moncef and thinks his role will be helpful. 


Final question — should we invite Moncef to join the ExComm meeting tomorrow? To introduce himself and then listen 
in to the presentation and the discussion? 


FC 


COLL0000020344 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/19/2020 2:47:27 PM. 

To: Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d7 2f06b813d471-MarksP.fda] 

CG! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Stoffels, Paul 
[ b6 ] 

Subject: ACTIV Exec Comm 

Hi Peter, 


On behalf of Paul Stoffels and myself, I’d like to invite you to join the Executive Committee of the ACTIV 

partnership. Your role in the efforts to accelerate development of safe and effective vaccines for COVID-19 is so 
important, especially with the advent of OWS, that Paul and | think it would significantly assist ACTIV’s mission to have 
your presence on the Executive Committee. We are already fortunate to have Janet Woodcock as a member — but we 
need even more FDA presence! 


Please say yes. And if you can do so quickly, we could even welcome you to the Exec Comm in tomorrow’s progress 
report meeting with the co-chairs of the four working groups. 


Many thanks, Francis 


COLL0000020345 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/19/2020 3:00:22 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: COVID catch up 


Attachments: ACTIV JAMA_051820.pdf 


Just checking — have the BMGF liaisons been very engaged in ACTIV WGs? | note that we don’t include BMGF 
in our list of participating organizations, might we want to do that? 


FC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, May 19, 2020 10:59 AM 
To: 'Trevor Mundel' < 

Cc; Wholley, David (FNIH) [T] < 

Ayanna (NIH/OD) [E] < b6 
Subject: COVID catch up 


b6é 
b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, 


Hey Trevor, 

Despite all of the challenges of the current circumstances, I am gratified by the progress being made on development of 
safe and effective therapeutics and vaccines for COVID-19. The ACTIV partnership has moved quickly, thanks to 
involvement of nearly 100 working group members who are willing to work ridiculous hours to achieve aggressive 
milestones. |am hoping that your liaisons are keeping you well informed about all this — but wanting to be sure that we 


are doing everything possible to be collaborative with BMGF. 


Would you be available for a call sometime later this week? I’m cc’ing Gretchen and Ayanna, who could help make that 
happen if you have a half hour. 


Best, Francis 


COLL0000020349 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/19/2020 2:59:18 PM. 
To: Trevor Mundel [ b6 
cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Wood, Gretchen (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs}; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amemanus) 

Subject: COVID catch up 

Attachments: ACTIV JAMA_051820.pdf 


Hey Trevor, 

Despite all of the challenges of the current circumstances, | am gratified by the progress being made on development of 
safe and effective therapeutics and vaccines for COVID-19. The ACTIV partnership has moved quickly, thanks to 
involvement of nearly 100 working group members who are willing to work ridiculous hours to achieve aggressive 
milestones. |am hoping that your liaisons are keeping you well informed about all this — but wanting to be sure that we 


are doing everything possible to be collaborative with BMGF. 


Would you be available for a call sometime later this week? I’m cc’ing Gretchen and Ayanna, who could help make that 
happen if you have a half hour. 


Best, Francis 


COLL0000020352 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 5/19/2020 3:39:45 PM. 

To: Stoffels, Paul [ b6 

Subject: FW: COVID catch up 


FYI 


From: Trevor Mundel < b6 

Sent: Tuesday, May 19, 2020 11:10 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < v6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, 
Ayanna (NIH/OD) [E] < b6 Christa Bowles < v6 

Subject: Re: COVID catch up 


Francis, definitely - would be very helpful - and | think there has been good engagement by our people on all your 
activities. Also a lot of movement on the global architecture across vaccines, therapeutics and diagnostics that would be 
worthwhile touching base on as well as the LMIC perspective. Look forward to speaking soon. Warm regards, Trevor 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, May 19, 2020 7:59 AM 

To: Trevor Mundel 

Cc: Wholley, David (FNIH) [T]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E] 
Subject: COVID catch up 


Hey Trevor, 

Despite all of the challenges of the current circumstances, | am gratified by the progress being made on development of 
safe and effective therapeutics and vaccines for COVID-19. The ACTIV partnership has moved quickly, thanks to 
involvement of nearly 100 working group members who are willing to work ridiculous hours to achieve aggressive 
milestones. |am hoping that your liaisons are keeping you well informed about all this — but wanting to be sure that we 


are doing everything possible to be collaborative with BMGF. 


Would you be available for a call sometime later this week? I’m cc’ing Gretchen and Ayanna, who could help make that 
happen if you have a half hour. 


Best, Francis 


COLL0000020355 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/19/2020 3:55:19 PM. 

To: Marks, Peter [ v6 

(ef Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Stoffels, Paul 
if b6 ] 

Subject: RE: ACTIV Exec Comm 


Terrific, thanks! 


From: Marks, Peter < b6 

Sent: Tuesday, May 19, 2020 11:53 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Stoffels, Paul < b6 
Subject: RE: ACTIV Exec Comm 


Dear Francis, 


Thank you so much for this invitation. | would be happy to join the Executive Committee. Looking forward to this. 


Best Regards, 

Peter 

From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Tuesday, May 19, 2020 10:47 AM 

To: Marks, Peter b6 

Cc: Wholley, David N (NIH) b6 ; Stoffels, Paul < b6 


Subject: ACTIV Exec Comm 

Hi Peter, 

On behalf of Paul Stoffels and myself, I’d like to invite you to join the Executive Committee of the ACTIV 

partnership. Your role in the efforts to accelerate development of safe and effective vaccines for COVID-19 is so 
important, especially with the advent of OWS, that Paul and | think it would significantly assist ACTIV’s mission to have 
your presence on the Executive Committee. We are already fortunate to have Janet Woodcock as a member — but we 


need even more FDA presence! 


Please say yes. And if you can do so quickly, we could even welcome you to the Exec Comm in tomorrow’s progress 
report meeting with the co-chairs of the four working groups. 


Many thanks, Francis 


COLL0000020358 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/4/2021 5:12:31 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc: Hallett, Adrienne (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f170Se2e7c254b84a7 7f058dbf75b31b-hallettaa] 
Subject: RE: Time Sensitive - guidance needed 


Ugh. This is a totally unnecessary mess. The proposal for antivirals was already harmonized between ACTIV 
and NIAID, it’s what we put together in a big rush in early January to send to David Kessler. All | wanted was a 
briefer version (one page). But then there also needed to be a one pager on our response to virus variants, 
which didn’t quite exist yet — it needed to be more than PROTECT. 


I’m supposed to get something from Tony and Alan Embry by COB. Please stand down until | see what that 
looks like, and then if necessary I'll try to fix it. 


Fe 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, February 4, 2021 11:11 AM 

To: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < v6 


Subject: Time Sensitive - guidance needed 
Francis, Larry - 


You should be aware of two time-sensitive requests for information that came to Joe Menetski last night from NIAID and 
from NCATS. 


We are told by NCATS (Joni Rutter and Matt Hall) that you have asked them send a 2-page summary of the plan for 
pandemic preparedness to you by COB today. In the process of coordinating this, they learned from Emily Erbelding that 
NIAID has apparently been putting together its own summary, with Alan Embry taking the lead. 


Joe has now been asked to set up meetings ASAP to resolve the differences. We are always happy to provide help but 
the FNIH should not be in the middle of managing what is clearly an intra-NIH issue. | would appreciate your guidance. 


Thanks, 
Maria 


Maria C. Freire, Ph.D. 

President and Executive Director 

Foundation for the National Institutes of Health 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


nooo 
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SENIH 25 


COLL0000020359 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/19/2020 8:57:07 PM. 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

Subject: RE: COVID catch up 

Yes please 

From: Wood, Gretchen (NIH/OD) [E] < b6 

Sent: Tuesday, May 19, 2020 3:06 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: COVID catch up 


FC—do you want David Wholley on this call since you cc’d him? Thanks. 


From: b6 

Date: Tuesday, May 19, 2020 at 11:10 AM 

To: Francis Collins b6 

Cc: David Wholley _ Gretchen Wood < b6 “McManus, Ayanna 
(NIH/OD) [E]" b6 , Christa Bowles < b6 


Subject: Re: COVID catch up 


Francis, definitely - would be very helpful - and | think there has been good engagement by our people on all your 
activities, Also a lot of movement on the global architecture across vaccines, therapeutics and diagnostics that would be 
worthwhile touching base on as well as the LMIC perspective. Look forward to speaking soon. Warm regards, Trevor 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, May 19, 2020 7:59 AM 

To: Trevor Mundel 

Cc: Wholley, David (FNIH) [T]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E] 
Subject: COVID catch up 


Hey Trevor, 

Despite all of the challenges of the current circumstances, | am gratified by the progress being made on development of 
safe and effective therapeutics and vaccines for COVID-19. The ACTIV partnership has moved quickly, thanks to 
involvement of nearly 100 working group members who are willing to work ridiculous hours to achieve aggressive 
milestones, |am hoping that your liaisons are keeping you well informed about all this — but wanting to be sure that we 


are doing everything possible to be collaborative with BMGF. 


Would you be available for a call sometime later this week? I’m cc’ing Gretchen and Ayanna, who could help make that 
happen if you have a half hour. 


Best, Francis 


COLL0000020360 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 1:38:18 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: ACTIV Exec Comm 


All right, that’s 3/3. Can Plump, Marks, and Disbrow be added to the slide showing the ExComm? 
FC 


From: Plump, Andrew < b6 

Sent: Tuesday, May 19, 2020 8:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < bé Stoffels, Paul < b6 


Subject: Re: ACTIV Exec Comm 
Hi Francis and Paul, 


Thank you for the invitation to joint he Executive Committee. Would be more than glad to help in any way. If you think | 
can add value to the EC, glad to join. 


Also glad to help in other ways as makes most sense. Fully supportive of the ACTIV efforts and would be keen to help 
directly in these objectives and in connecting the various ongoing activities beyond ACTIV. 


Warm regards, 
Andy 


Sent from my iPad 


On May 19, 2020, at 10:49 AM, Collins, Francis (NIH/OD) [E] b6 > wrote: 


Be advised that this email came from outside Takeda/ BMS: HAMSRRENKA—-LCT 


Hi Andy, 


On behalf of Paul Stoffels and myself, I'd like to invite you to join the Executive Committee of the ACTIV 
partnership. Your leadership at Takeda, as well as your role in leading the COVID-19 R&D Consortium, 
and the importance of making sure that ACTIV is well connected with those efforts, motivates Paul and 
me to seek your willingness to join the Exec Comm. 


Please say yes. And if you can do so quickly, we could even welcome you to the Exec Comm in 
tomorrow’s progress report meeting with the co-chairs of the four working groups. 


Many thanks, Francis 
The content of this email and of any files transmitted may contain confidential, proprietary or legally privileged 
information and is intended solely for the use of the person/s or entity/ies to whom it is addressed. If you have received 
this email in error you have no permission whatsoever to use, copy, disclose or forward all or any of its contents. Please 
immediately notify the sender and thereafter delete this email and any attachments. 


COLL0000020368 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 2:00:46 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Adam, Stacey (FNIK) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; 
Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fl.e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: RE: Updated slides for tomorrow afternoon's EC 


Hi David, 


Just got to this message. See responses below in CAPS. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, May 19, 2020 7:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Gonzalez, Nina < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 
< b6 Tountas, Karen (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] 

< b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Updated slides for tomorrow afternoon's EC 


Hi Francis: 
Here is the almost-final slide deck. A couple of notes. 


(b) 6) 


COLL0000020369 


6) 


Please advise, 
David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


fnih.org. 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2619, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLLO0000020369 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 2:40:24 PM 

To: b6 [ b6 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Today's ACTIV Ex Comm 

Hi b6é 


It was great to talk with you this past weekend about ACTIV progress — | really appreciated your perspective and wise 
advice, and wanted to provide a couple of quick follow ups. At the Ex Comm meeting this afternoon, | will ask for a vote 
to accept the recommendations of the Therapeutics Clinical WG on immunomodulators and anticoagulants. | know that 
you had significant reservations about cenicriviroc and | asked the WG to look at that again — they did so, but still think 
it’s appropriate to include this drug as one arm of the multiarm adaptive trial. Just wanted you to know they did take 
your comments seriously. The three immunomodulators all have different MOA, which is one of the goals they had for 
prioritizing. 

Based on our conversation, I’ve also raised the possibility of incorporating more domain experts (from industry and 
academia) in the next round of prioritizing — so going forward we will want to enhance the WG with additional experts in 
monoclonals and antivirals. | will ask for nominations from the Ex Comm on that. 


Looking forward to a good discussion this afternoon. Thanks for all your help! 


Francis 


COLL0000020375 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 5/20/2020 2:26:51 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: Monoclonal antibody protocols through ACTIV 


My ACTIV e-mail inbox is buzzing this morning. See note below from Janet. 


| would certainly agree that (b) (5) I’m not 
entirely sure | understand the last sentence of her first paragraph. Insight on this? 


And Kurilla can’t provide an NIH inventory? What gives? 


FC 

From: Woodcock, Janet < v6 
Sent: Wednesday, May 20, 2020 10:16 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Monoclonal antibody protocols through ACTIV 


Francis, a couple points. I’m sure you are being kept up to speed by the FNIH folks, (b) (5) 
(b) (5) 
(b) (5) So I’m OK with voting on candidates etc but need to have a discussion 


on strategy. 
Second, | spoke to Mike Kurilla about the NIH trial portfolio on COVID19 disease. In a nutshell, there is not an 


inventory. We offered to work with him on an inventory we have and (b) (5) 
(b) (5) we don’t always know what people are working on. 


COLL0000020376 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 5/20/2020 2:19:56 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: ACTIV Problematic Issue -- Governance/Operations and Communication 


Hi Larry and David, 


Oh dear. Maybe we should add Gary to the War Room group? We have OD, NIAID, and NCATS there, but not 
NHLBI. Adding him to the Executive Committee was apparently not sufficient to head off this disconnect, 
though I’m not sure why the new NHLBI members of the WGs didn’t help here. And I’m actually not at all sure 
that PETAL will be the network for inpatient mAb trials, though they are on the list. 


\'d appreciate your thoughts. |’ll need to respond quickly. 


Francis 

From: Gibbons, Gary (NIH/NHLBI) [E] < b6 
Sent: Wednesday, May 20, 2020 10:10 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: ACTIV Problematic Issue -- Governance/Operations and Communication 
Importance: High 


Dear Francis, 


First, congratulations on the Templeton Prize-- that is a great honor. You are a wonderful role model in this regard for 
many of us who are scientists and persons of faith (| still recall the ‘debate’ you had as a speaker at one of our Pew 
Biomedical Scholars meetings years ago). 


Indeed, it is probably good that | spent some time in prayer and meditation before | wrote you about my deep dismay (a 
softened description) with the way ACTIV has rolled out the implementation of the Mab project. 


| recognize and own the fact that | have been chastised for appearing to be a ‘rogue’ ICD by moving aggressively to ‘do 
my job’ as | see it to rapidly respond with clinical trials to address COVID-19 and its effects on heart-lung-blood 
systems. We quickly established a streamlined process in which | was quite ‘hands-on’ in the vetting of the clinical trial 
protocol ideas we received Pls through our NOSI and networks. Based on this vetting process with my staff, | knew the 
scientific question, the preclinical under-pinning, the MOA, the clinical trial landscape/equipoise, the robustness of the 
design and statistical analysis and used this synthesis to make the call as to whether the protocol would proceed to the 
next stage a rapid rolling peer-review process by an expert panel independent of the PI/network and leveraged their 
critique in making my final decision-making process to fund the protocol and green light engagement of the network by 
my staff. 


| hope it is clear that | am firmly committed to being a loyal IC flying under the ACTIV banner; and | hope you are aware 


of the changes we made in our OT/ROA in this regard. Yet it is also readily apparent that as an IC Director my role in the 
protocol decision-making process is quite different from the way that ACTIV apparently operates. 


COLL0000020377 


That said, | feel compelled to convey my deep disappointment with the ACTIV operational management process. 
Specifically, the trigger incident was when | was informed that ‘ACTIV’ had contacted Pls in the PETAL Network to 
direct/inform them of the ‘decision’ that they were designated as the in-hospital platform for the Mab. To be candid, | 
felt blindsided and dumbfounded when | was informed third hand about this ‘ACTIV’ decision and directive about a 
NHILBI program. Apparently, ACTIV had neither the respect or common courtesy to loop in the affected ID Director on 
the use of that Institute’s asset; or engage my senior leadership staff who oversee the network about this ‘decision’ 
involving a NHLBI equities that we have invest $70M in to establishing and maintain; and for which ACTIV has yet to 
provide a single dime in support. 


| get it that everybody wants to move fast; | have been chastised for moving too fast; but | have endeavored to 
communicate and work collegially with my peers and supervisors at NIH and elsewhere (Peter Marks; BARDA etc). 


As | strive to work within the ACTIV structure; it seems evident to me that there could be some improvements in the 
internal communications between the OD and with the ICs in the governance, decision-making and operational 
management of trials/protocols. There must be a better channel that integrates NIH leadership in a way that 
complements the ACTIV PPP leadership structure. Concretely, | respectfully submit the notion of an internal NIH group 
of senior leaders who are capable of scanning and synthesizing the output of the various ACTIV WGs (making a coherent 
knitting together of therapeutics, Master Protocols and clinical trial capacity assets and protocol implementation 
platforms) and managing that up internally to NIH leadership (OD; NIAID, NHLBI, NCATS etc) before/after PPP leadership 
meetings so that the plans/tasks are effectively operationalized within IC-embedded clinical trial platforms. 


Moving forward, | hope that | will be looped in when decisions like this are being made and operationalized; particularly 
involving NHLBI assets that fall under my responsibility/accountability/stewardship. 


Thank you for your forbearance in hearing my frank conveyance of my feelings and perspective as well as a constructive 
suggestion for addressing the problem. 


Best regards 


Gary 


COLL0000020377 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 3:02:17 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: [EXTERNAL] Today's ACTIV Ex Comm 

From: b6 < b6 

Sent: Wednesday, May 20, 2020 10:52 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 


Subject: Re: [EXTERNAL] Today's ACTIV Ex Comm. 


Francis 

Thanks for the Update 

It was a pleasure and as always stimulating to discuss with you. 

| will not object to the team’s recommendation on CCR2/5, its up to the team to come w final recommendations, lets 
see when we get the data :-) 


| think is more important to strengthen as you propose the group w domain expertise for the future as it gives a 
consistent quality outcome . 


| believe we may have contributed proposals on drugs to the anti-coagulant space 


b6 


On May 20, 2020, at 10:40 AM, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi b6 


It was great to talk with you this past weekend about ACTIV progress —| really appreciated your 
perspective and wise advice, and wanted to provide a couple of quick follow ups. At the Ex Comm 
meeting this afternoon, | will ask for a vote to accept the recommendations of the Therapeutics Clinical 
WG on immunomodulators and anticoagulants. | know that you had significant reservations about 
cenicriviroc and | asked the WG to look at that again — they did so, but still think it’s appropriate to 
include this drug as one arm of the multiarm adaptive trial. Just wanted you to know they did take your 
comments seriously. The three immunomodulators all have different MOA, which is one of the goals 
they had for prioritizing. 


Based on our conversation, I’ve also raised the possibility of incorporating more domain experts (from 
industry and academia) in the next round of prioritizing — so going forward we will want to enhance the 
WG with additional experts in monoclonals and antivirals. | will ask for nominations from the Ex Comm. 
on that. 


COLL0000020383 


Looking forward to a good discussion this afternoon. Thanks for all your help! 


Francis 


COLL0000020383 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 3:05:12 PM. 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

cc! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Monoclonal antibody protocols through ACTIV 

Hey Chris, 

Please see paragraph 2. I’m puzzled why (b) (5) 

Fe 

From: Woodcock, Janet < b6 

Sent: Wednesday, May 20, 2020 10:16 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Monoclonal antibody protocols through ACTIV 


Francis, a couple points. I’m sure you are being kept up to speed by the FNIH folks, (b) (5) 
(b) (5) 
(b) (5) *. So l’m OK with voting on candidates etc but need to have a discussion 
on strategy. 


Second, | spoke to Mike Kurilla about the NIH trial portfolio on COVID19 disease. In a nutshell, there is not an 
inventory. We offered to work with him on an inventory we have and (b) (5) 
we don’t always know what people are working on. 


COLL0000020384 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 6:39:26 PM. 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Monoclonal antibody protocols through ACTIV 

Hi Chris, 

Aha, now | think | get it. (b) (5) 


(b) G) 


I'd be glad to send the request to the IC Directors — but it would help me if you or someone could provide a 
draft that would capture the right features. 


FC 


From: Austin, Christopher (NIH/NCATS) [E] < b6 
Sent: Wednesday, May 20, 2020 1:31 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 

Subject: RE: Monoclonal antibody protocols through ACTIV 


Hi Francis, 
Simple question, complex answer, since the information needed is nonpublic. 


‘. b) 6) 


If you would rather not send out the request to the ICDs, | would be glad to do so with your imprimatur, including 
working out answers to the thorny information sharing questions (for example, who gets to see the data? for what 
reason? how to we prevent potential applicants from seeing the trials being planned if the data are shared with ACTIV?). 


COLL0000020388 


Apologies for the long answer. Bottom line: an inventory of trials already recruiting (CT.gov) is being created but is not 
yet extant. An inventory of trials being planned would require a different more labor-intensive effort with the ICDs. | 
am glad to do that. Just let me know if you’d like me to do so. 


Chris 


From: Collins, Francis (NIH/OD) [E’ b6 

Sent: Wednesday, May 20, 2020 11:05 AM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 > 
Subject: FW: Monoclonal antibody protocols through ACTIV 


Hey Chris, 

Please see paragraph 2. I’m puzzled why (b) (5) 
FC 

From: Woodcock, Janet b6 

Sent: Wednesday, May 20, 2020 10:16 AM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: Monoclonal antibody protocols through ACTIV 


Francis, a couple points. I’m sure you are being kept up to speed by the FNIH folks, (b) (5) 
(b) (5) 
(b) (5) So I’m OK with voting on candidates etc but need to have a discussion 


on strategy. 
Second, | spoke to Mike Kurilla about the NIH trial portfolio on COVID19 disease. In a nutshell, there is not an 
inventory. We offered to work with him on an inventory we have and (b) (5) 


we don’t always know what people are working on. 


jw 


COLL0000020388 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/20/2020 6:40:03 PM. 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 


[E] [/o=Exchangelabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


Subject: FW: Monoclonal antibody protocols through ACTIV 


FY! 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, May 20, 2020 2:30 PM 

To: Woodcock, Janet < b6 

Subject: RE: Monoclonal antibody protocols through ACTIV 


Hi Janet, 


Thanks for forwarding these points, (b) (5) 
(b) G) 


(b) . Working on that.... 


Francis 


From: Woodcock, Janet b 

Sent: Wednesday, May 20, 2020 10:16 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Subject: Monoclonal antibody protocols through ACTIV 


Francis, a couple points. I’m sure you are being kept up to speed by the FNIH folks, (b) (5) 
(&) (5) 
(b) (5) *, So I’m OK with voting on candidates etc but need to have a discussion 


on strategy. 


COLL0000020389 


Second, | spoke to Mike Kurilla about the NIH trial portfolio on COVID19 disease. In a nutshell, there is not an 
inventory. We offered to work with him on an inventory we have and (b) (5) 
(b) (5) we don’t always know what people are working on. 


jw 


COLL0000020389 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 1/29/2021 2:57:18 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: Need for new co-chair for ACTIV-2/3 Trial Oversight Committee 


Hi Francis: 


Unsurprisingly, Janet Woodcock is now too busy with her duties as Acting FDA Commissioner to continue effectively as 
co-chair of the ACTIV-2/3 Trial Oversight Committee alongside Cliff Lane, and she has notified Stacey Adam that we need 
to find areplacement for her. The TOC was established as a USG-only body that makes strategic evaluations and 
recommendations regarding the conduct of the two trials, including their interactions with other ACTIV and ACTIV- 
related trials, and meets weekly, thoroughly staffed of course by FNIH and Deloitte. Janet has recommended that 
someone from NIH fill this role. 


If Amy Patterson has the time and bandwidth we’d recommend you think about her for this role. NHLBI heads PETAL 
and CTSN who are providing the leading accruing sites for ACTIV-3, and it is probably a good idea to provide some 
balance with NIAID representation on the Committee. Also as you know Amy is very solid, and it seems appropriate to 
nominate a woman to succeed Janet in this role. If Amy is unable to serve, David Goff could be another choice from 
NHLBI. 

Please let us know what you think and how you would like to proceed. 


David 


COLL0000015592 


